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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

121  CFR  Part  10] 

Reimbursement  for  Participation  in 
Administrative  Proceedings 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  This  document  proposes  a 
demonstration  program  for  providing 
financial  assistance  to  participants  in 
certain  administrative  proceedings  of 
the  Food  and  Drug  Administration 
(FDA).  The  agency  invites  public 
comment  (1)  on  whether  a 
demonstration  program  providing 
financial  assistance  to  participants  in 
administrative  proceedings,  under 
appropriate  circumstances,  should  be 
established,  and  (2)  on  the  applicable 
scope,  criteria,  and  procedures  for  such 
a  program.  The  program  would  be 
established  to  determine  whether  the 
process  of  administrative 
decisionmaking  will  be  enhanced  by 
reimbursing  participants  whose 
participation  in  agency  proceedings 
contributes  or  can  reasonably  be 
expected  to  contribute  to  a  full  and  fair 
determination  of  the  issues,  but  who 
would  otherwise  be  unable  to 
participate  effectively. 

OATES:  Comments  by  June  18. 1979;  the 
proposed  effective  date  of  a  final  rule 
based  on  this  proposal  is  30  days  after 
date  of  publication  of  the  final  rule  in 
the  Federal  Register. 
address:  Written  comments  to  the 
Hearing  Clerk  (HFA-305),  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane.  Rockville,  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 
Alexander  Grant.  Office  of  Consumer 
Affairs  (HF’-7).  Food  and  Drug 
Administration.  Department  of  Health. 
Education,  and  Welfare,  5600  Fishers 
Lane.  Rockville.  MD  20857.  301-443- 
1547. 

SUPPLEMENTARY  INFORMATION: 

1.  General  Background 

On  August  25.  1976  (41  FR  35855).  FDA 
issued  an  advance  notice  of  proposed 
rulemaking  concerning  agency  payment 
of  participants  in  administrative 
proceedings.  In  that  notice,  the  agency 
set  forth  in  full  a  petition  submitted  by 
Consumers  Union  containing  both  a 
specific  proposal  and  a  narrative 
justification. 

Consumers  Union  proposed  that  FDA 
provide  reimbursement  for  attorneys’ 


fees,  expert  witness  fees,  and  other 
reasonable  costs  incurred  by  public 
interest  representatives  who  participate 
in  agency  proceedings  when  a 
participant  “represents  an  interest  the 
representation  of  which  contributes  or 
can  reasonably  be  expected  to 
contribute  substantially  to  a  fair 
determination  of  the  proceedings,  taking 
into  account  the  number  and  complexity 
of  the  issues  presented,  the  importance 
of  public  participation,  and  the  need  for 
'  representation  of  a  fair  balance  of 
interests."  The  proposal  would  have 
permitted  funding  not  only  of  a 
participant  who  is  indigent  by 
conventional  standards,  but  also  of  a 
nonindigent  participant  whose  economic 
interest  in  a  proceeding  is  small 
compared  to  the  cost  of  participation. 

II.  Comments  on  the  Advance  Notice  of 
Proposed  Rulemaking 

FDA  invited  public  comment  on 
general  issues  relating  to  the 
advisability  of  the  proposal  and  on  13 
specific  areas  of  interest  raised  by  the 
Consumers  Union  petition.  One  hundred 
fifty-five  comments  on  the  proposal 
were  submitted,  of  which  31  supported 
and  124  opposed  the  proposal.  The 
agency  will  respond  to  these  comments, 
as  well  as  comments  on  the  current 
proposal,  should  a  final  regulation  be 
published. 

The  most  important  argument 
advanced  by  supporters  of  the  proposal 
was  that  consumers  are  not  now 
represented  adequately  before  Federal 
agencies,  including  FDA.  Supporters  of 
the  proposal  contended  that  regulated 
industries  dominate  the  regulatory 
process;  Only  manufacturers  can  afford 
effective  representation,  and  on  any 
given  question  agencies  tend  to  adopt 
the  industry  point  of  view,  which  is  the 
only  one  the  agencies  hear. 

Many  comments  mentioned  the  high 
cost  of  participation  in  administrative 
hearings,  especially  if  scientific  or 
technical  testimony  is  involved.  The 
Consumers  Union  proposal,  according  to 
its  supporters,  is  vital  to  restore  balance 
to  the  administrative  process  by 
providing  equal  access  to  persons  or 
groups  who  can  effectively  represent 
consumers. 

One  comment  quoted  at  length 
statements  by  Judge  Harold  Leventhal  of 
the  United  States  Court  of  Appeals  for 
the  District  of  Columbia  Circuit  and 
William  Ruckelshaus,  former 
Administrator  of  the  Environmental 
Protection  Agency,  testifying  to  the  skill 
of  the  public  interest  lawyers  wrho 
practiced  before  them,  and  the 
usefulness  of  the  information  and 
insights  these  lawyers  and  their 


witnesses  provided.  This  comment  also 
cited  two  specific  FDA  proceedings 
(involving  hearing  aids  and  generic  - 
drugs)  in  which  the  Health  Research 
Group,  a  public  interest  organization, 
could  have  made  similar  contributions 
but  was  prevented  from  doing  so  by  lack 
of  funds.  .  .  :  • 

In  sum.  numerous  comments 
concluded  that  adoption  of  the 
Consumers  Union  proposal  would  lead 
to  better,  more  informed  decisionmaking 
by  FDA  and  thereby  benefit  everyone. 

The  argument  raised  most  frequently 
by  opponents  of  the  proposal  was  that 
the  “public  interest  groups”  that  would 
receive  money  under  the  Consumers 
Union  scheme  do  not  represent  either 
the  "public  interest"  or  the  majority  of 
consumers.  Many  comments 
characterized  certain  advocates  as  “self- 
appointed"  leaders,  representing  not 
broad,  but  narrow,  special  interests, 
who  would  not  be  accountable  to 
anyone  for  their  use  of  tax  money.  Some 
comments  added  that  groups  whose 
views  generally  command  widespread 
support  should  be  able  to  raise  enough 
money  to  support  participation  in 
agency  proceedings. 

Some  comments  argued  that  the 
proposal  would  encourage  frivolous 
litigation — that  lawyers  would  intervene 
in  agency  proceedings  only  to  obtain  the 
fees.  Others  thought  the  Federal 
government  already  did,  or  should, 
represent  the  public  interest  and  that 
any  additional  expenditures  should  be 
used  to  improve  the  government’s  efforts 
rather  than  to  duplicate  them.  Another 
argument  contended  that  the  proposal 
would  be  too  expensive — contribute  to 
inflation,  impose  an  additional  burden 
on  taxpayers,  and  deplete  the  FDA 
budget. 

A  smaller  number  of  comments  made 
additional  arguments.  Some  mentioned 
the  potential  administrative  difficulties 
FDA  would  encounter  in  implementing 
the  Consumers  Union  proposal  or  any 
similar  proposal,  particularly  when  the 
agency  would  have  to  choose  who  best 
represents  the  "public  interest."  Other 
comment  contended  that  citizens  do  not 
need,  or  ought  not  use,  expensive  legal 
help,  but  instead  can,  and  should, 
represent  themselves  by  writing  letters 
and  employing  other  means  of 
influencing  governmental 
decisionmaking.  Some  comments  also 
suggested  that  alternative  schemes  may 
be  more  appropriate  or  effective. 

III.  Congressional  Developments 

The  Senate  Governmental  Affairs 
Committee  recently  examined  public 
participation  in  regulatory  agency 
proceedings,  including  rulemaking  and 
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adjudicatory  proceedings  before  FDA. 
The  Committee  issued  a  report  entitled 
"Study  on  Federal  Regulation,”  which 
recommends  that  Congress  "enact 
legislation  authorizing  agencies  to 
provide  compensation  to  eligible 
persons  for  costs  incurred  in 
participating  in  agency  rulemaking, 
licensing  and  certain  other  proceedings” 
(S.  Doc.  No.  95-71, 95th  Cong.,  1st  Sess. 
118  (1977)).  The  Committee  further 
recommended  that  “(ujntil  such  time  as 
general  legislation  for  compensation  of 
public  participation  costs  is  enacted, 
regulatory  agencies  should  implement 
their  own  programs  to  compensate 
eligible  participants  in  agency 
proceedings  as  appropriate”  (id.  at  118- 
19).  The  Commission  on  Law  and  the 
Economy  of  the  American  Bar  ' 
Association  (ABA)  has  also  taken  the 
position  that  Congress  should 
appropriate  funds  for  the  payment  of 
attorneys’  fees  and  other  expenses, 
under  proper  limitation  and  controls,  in 
administrative  proceedings  and  in 
judicial  review  of  such  proceedings 
(ABA  Commission  on  Law  and  the 
Economy,  "Federal  Regulation:  Road  to 
Reform,”  p.  125, 1978). 

Legislative  proposals  to  pay  the  costs 
of  participants  who  appear  before 
Federal  agencies  have  been  introduced 
in  Congress  in  recent  years.  At  least 
twice  these  proposals  have  passed  as 
part  of  new  regulatory  legislation.  The 
Toxic  Substances  Control  Act  (15  U.S.C. 
2601  et  seq.)  includes  in  section  6  (15 
U.S.C.  2605(c)(4))  a  provision  closely 
analogous  to  the  Consumers  Union 
proposal.  The  Magnuson-Moss 
Warranty-Federal  Trade  Commission 
Improvement  Act,  15  U.S.C.  57a,  has  a 
general  provision  that  permits 
reimbursement  of  “any  person  (A)  who 
has,  or  represents,  an  interest  (i)  which 
would  not  otherwise  be  adequately 
represented  in  such  proceeding,  and  (ii) 
representation  of  which  is  necessary  for 
a  fair  determination  *  *  *  and  (B)  who 
is  unable  effectively  to  participate  in 
such  proceeding  because  such  person 
cannot  afford  to  pay  (the)  cost  *  *  *” 

(15  U.S.C.  57a(h)(l)).  (A  comparable 
reimbursement  provision  was  deleted  by 
the  Conference  Committee  from  the 
Energy  Reorganization  Act  of  1974,  Pub. 
L.  93-438;  H.  Rep.  93-1445,  93d  Cong.,  2d 
Sess.  37  (1974)).  The  State  Department 
has  also  received  explicit  authority  from 
Congress  to  establish  a  reimbursement 
program  in  the  Foreign  Relations 
Authorization  Act,  22  U.S.C.  2692. 

Several  legislative  initiatives,  such  as 
S.  270  and  H.R.  8798,  introduced  in  the 
first  session  of  the  95th  Congress,  would 
have  specifically  authorized  all  Federal 
agencies  to  reimburse  participants  in 


administrative  proceedings,  and  would 
have  provided  guidance  for  the  exercise 
of  that  authority.  If  this  or  similar  - 
legislation  is  enacted  in  the  96th 
Congress,  FDA’s  current  proposal  will 
become  even  more  appropriate  because 
the  reimbursement  regulation  will  be 
necessary  to  implement  the  new 
legislation.  FDA  believes,  however,  that 
adequate  authority  exists  under  current 
law,  without  such  legislation,  to 
establish  a  demonstration  program, 
whose  full  implementation  might  have  to 
await  special  funding. 

The  Report  of  the  House  of 
Representatives’  Appropriations 
Committee  on  FDA’s  1979  budget 
expressly  provided  that  “there  are  no 
funds  in  the  [appropriations]  bill  for 
payment  of  such  attorney  fees”  (H.  Rep. 
95-1290,  95th  Cong.,  2d  Sess.  101  (1978)). 
Section  613,  which  expressly  prohibited 
the  payment  of  expenses  of  parties 
intervening  in  agency  regulatory 
proceedings,  and  was  applicable  to  all 
agencies  funded  in  the  bill,  including 
FDA,  was  added  to  the  House  version  of 
the  appropriations  bill.  The  Report  of 
the  Senate  Appropriations  Committee 
on  FDA’s  1979  budget  recommended 
deletion  of  section  613  (S.  Rep.  No.  95- 
1058,  95th  Cong.,  2d  Sess.  84  (1978)). 
Thereafter,  the  House-Senate 
Conference  Committee  deleted  section 
613  (H.  Rep.  95-1579,  95th  Cong.,  2d 
Sess.  29  (1978)).  The  House-Senate 
Conference  Committee  Report  provided 
that: 

Any  public  participation  program  utilizing 
funds  provide  in  this  act  shall  not  be 
operated  until  the  Department  or  agency  has 
promulgated  regulations  that  comply  with  the 
Comptroller  General’s  rulings  on  the  matter. 
Furthermore,  except  for  expert  witnesses 
whose  technical  expertise  is  required,  no 
applicant  shall  be  eligible  to  receive 
reimbursement  if  he  is  not  a  resident  of  the 
locality  to  be  affected,  or  if  the  interest  he 
seeks  to  represent  is  already  adequately 
represented  by  the  Department  or  another 
participant.  (Id.  at  29.) 

The  Agriculture,  Rural  Development, 
and  Related  Agencies  Bill,  which 
contains  FDA’s  appropriations  for  Fiscal 
Year  1979,  was  enacted  into  law  on 
October  11, 1978  (Pub.  L  95-448).  Thus, 
FDA  has  been  authorized  by  Congress 
to  establish  a  program  for  the 
reimbursement  of  public  participants  in 
its  regulatory  hearings  under  the 
conditions  specified  above  (see  Part  V 
of  this  preamble,  below). 

IV.  Agency  Developments 

Meanwhile,  many  other  Federal 
agencies  have  acted  on  their  own 
initiative  to  enlarge  opportunities  for 
public  participation.  Some  have 


established  reimbursement  programs, 
while  others  have  published  proposals 
for  comment. 

The  Department  of  Transportation 
(DOT)  issued  in  the  Federal  Register  of 
January  13, 1977  (42  FR  2864)  an 
advance  notice  of  proposed  rulemaking 
for  a  reimbursement  program,  and  in  the 
same  notice  established  a  one-year 
demonstration  program  in  the  National 
Highway  Traffic  Safety  Administration 
(NHTSA).  NHTSA  has  evaluated  its 
demonstration  program  and  found  that  it 
"improved  NHTSA  rulemaking  by 
providing  decisionmakers  with  a  wider 
understanding  of  the  social,  economic, 
environmental,  political,  and  intellectual 
interests  involved  in  their  decisions.”  (A 
copy  of  the  “National  Highway  Traffic 
Safety  Administration’s  Evaluations  and 
Recommendations”  (1978)  is  on  file  with 
the  Hearing  Clerk,  FDA.)  The  pilot  effort 
is  still  in  effect,  and  DOT  is  considering 
department-wide  expansion  of  its 
reimbursement  program. 

The  National  Oceanic  and 
Atmospheric  Administration  (NOAA) 
issued  in  the  Federal  Register  of  April 
26, 1978  (43  FR  17806)  a  final  regulation 
that  provides  for  reimbursement  of 
public  participants  in  any  NOAA 
proceeding  involving  a  hearing  in  which 
public  participation  is  authorized  by 
statute,  regulation,  or  agency  practice. 

The  Consumer  Product  Safety 
Commission  (CPSC)  strongly  favors  a 
program  for  compensating  public 
interest  participants.  In  the  Federal 
Register  of  March  23, 1977  (42  FR  15711), 
CPSC  issued  a  proposed  regulation  that 
would  provide  financial  assistance  for 
participants  in  all  informal  notice  and 
comment  rulemaking  proceedings  of  the 
agency.  Rather  than  promulgate  a  final 
regulation,  CPSC  issued  an  interim 
regulation  in  the  Federal  Register  of 
May  31, 1978  (43  FR  23560)  that 
establishes  a  temporary  program  for 
funding  participants  in  selected 
proceedings. 

The  Environmental  Protection  Agency 
(EPA),  which  has  had  substantial 
experience  with  environmental  public 
interest  groups,  went  on  record  as 
favoring  the  general  principle  of 
providing  reimbursement  to  public 
participants  in  its  advance  notice  of 
proposed  rulemaking  issued  on  January 
7, 1977  (42  FR  1492).  In  the  Federal 
Register  of  November  30, 1977  (42  FR 
60911),  EPA  deferred  action  on 
establishing  a  general  program  of 
funding  public  participation  in 
regulatory  proceedings  and  instead 
issued  a  temporary  rule  providing  for 
reimbursement  of  public  participants  in 
rulemaking  under  section  6  of  the  Toxic 
Substances  Control  Act  (15  U.S.C.  2605). 
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Such  compensation  is  expressly 
authorized  by  that  statute. 

The  Federal  Trade  Commission  (FTC) 
issued  guidelines  in  the  Federal  Register 
of  June  14. 1977  (42  FR  30480)  describing 
procedures  for  reimbursement  of  public 
participants  in  Magnuson-Moss 
rulemaking  proceedings,  as  expressly 
authorized  by  the  Magnuson-Moss 
Warranty  Act 

The  Civil  Aeronautics  Board  (CAB) 
issued  a  final  regulation  in  the  Federal 
Register  of  December  5, 1978  (43  FR 
56878)  establishing  a  one-year 
demonstration  program  for 
reimbursement  for  the  cost  of 
participation  in  CAB  proceedings. 

The  Federal  Communications 
Commission  (FCC)  currently  provides 
some  assistance  to  public  participants, 
such  as  reduction  of  multiple  copying 
requirements  (see  41  FR  50399, 

November  16, 1976),  but  has  yet  to 
establish  a  reimbursement  program.  In 
the  Federal  Register  of  July  18. 1978  (43 
FR  30834),  FCC  issued  a  notice  of 
inquiry  that  does  not  take  a  position  on 
the  issue  of  reimbursement,  but 
discusses  the  issue  and  solicits 
comments  on  whether  a  reimbursement 
program  should  be  established,  whether 
FCC  has  authority  for  such  a  program, 
and  the  form  such  a  program  might  take. 

The  Nuclear  Regulatory  Commission 
(NRC)  decided,  on  the  basis  of  a 
February  19. 1976  opinion  of  the 
Comptroller  General  (Decision  B-92288) 
and  a  study  that  it  commissioned,  that 
the  agency  could  justify  publicly  funded 
participation  in  only  one  proceeding,  the 
rulemaking  on  plutonium  recycle  (41  FR 
50829,  Nov.  18, 1976). 

In  the  Federal  Register  of  May  22. 1978 
(43  FR  21986),  the  United  States 
Department  of  Agriculture  (USDA) 
issued  a  notice  on  improvement  of 
regulations.  A  section  of  the  notice, 
entitled  “Encouraging  Public 
Participation,"  provides  that  "agencies 
(of  USDA]  are  encouraged  to  use  several 
means  to  obtain  the  greatest  possible 
public  input,"  one  of  which  is  "financial 
aid  for  costs  incurred  in  presenting 
views"  (43  FR  21987). 

V.  FDA  Authority 

FDA  believes  that  the  Consumers 
Union  petition  correctly  assessed  FDA's 
authority  to  establish  a  program  of 
financial  assistance  for  public  interest 
participants  (see  the  August  25, 1976 
advance  notice  at  41  FR  35855  through 
35859).  FDA  agrees  with  the  petition’s 
conclusion  that  authority  to  compensate 
participants  "is  inherent  in  FDA’s  broad 
regulatory  powers  [and]  its 
Congressionally  mandated  hearing 
procedure"  (41  FR  35859).  Authority  also 


exists  under  FDA’s  annual 
appropriations  legislation. 

After  publishing  the  advance  notice  of 
proposed  rulemaking,  FDA  sought  the 
advice  of  the  Comptroller  General 
regarding  the  agency’s  authority  to 
compensate  participants  in  agency 
proceedings.  In  his  response  (Decision 
B-139703,  December  3, 1976),  the 
Comptroller  General  stated 
unequivocally  that  FDA  does  have  the 
authority,  under  current  law,  to  pay  the 
costs  of  certain  participants  in  its 
proceedings.  (A  copy  of  the  Comptroller 
General's  decision  is  on  file  with  the 
Hearing  Clerk.  FDA.)  As  discussed 
above,  the  House-Senate  Conference 
Report  confirms  the  Comptroller 
General’s  ruling  as  to  FDA’s  authority 
and  provides  that  any  reimbursement 
program  established  by  the  agency  shall 
not  be  operated  until  final  regulations 
complying  with  all  of  the  Comptroller 
General's  rulings  on  the  matter  are 
promulgated. 

The  Comptroller  General  has  issued  a 
series  of  opinions  interpreting  a  number 
of  other  statutes  that  contain  language 
virtually  identical  to  that  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and 
FDA's  annual  appropriations  acts.  (A 
copy  of  each  of  these  opinions  is  on  file 
with  the  Hearing  Clerk.)  In  each  of  these 
opinions,  which  are  discussed  below, 
the  Comptroller  General  has  ruled  that 
the  statute  in  question  authorizes 
reimbursement  of  public  participants 
under  certain  conditions. 

In  1972,  in  a  letter  to  the  FTC 
Chairman,  the  Comptroller  General 
ruled  that  FTC  has  authority  to  pay 
certain  expenses  incurred  by  indigent 
respondents  and  intervenors  appearing 
before  FTC  in  adjudicatory  proceedings 
(file  No.  B-139703.  July  24. 1972).  The 
Comptroller  General  noted: 

The  appropriations  for  the  Commission  are 
normally  available  for  “necessary  expenses.” 
While  the  Commission  submits  budgets  to  the 
Congress  prior  to  the  passage  of  the 
appropriation  acts,  the  appropriations  are 
enacted  in  the  form  of  lump  sums  with  no 
specific  limitations  as  to  use.  Thus,  the 
determination  of  what  constitutes  "necessary 
expenses”  is  left  to  the  reasonable  discretion 
of  the  Commission.  [Id.  at  2.] 

FTC’s  authority  to  compensate  public 
participants  was  clarified  in  a  July  31, 
1978  decision  of  the  Comptroller  General 
(file  No.  B-139703,  July  31. 1978).  The 
Comptroller  General  ruled  that  FTC’s 
payment  of  an  amount  in  excess  of  the 
costs  actually  incurred  by  a  public 
participant  for  legal  services  is  not 
authorized,  even  though  the  participant 
utilized  “house  counsel"  whose  rate  of 
pay  is  lower  than  prevailing  rates. 


In  February  1976,  in  response  to  a 
request  of  the  Nuclear  Regulatory 
Commission  (NRC).  the  Comptroller 
General  determined  that  NRC’s  payment 
of  public  participants  could  be 
considered  “necessary  expenses"  within 
the  discretion  accorded  NRC  in  carrying 
out  its  statutory  function.  The 
Comptroller  General  remarked:  , 

While  31  U.S.C.  628  (1970)  prohibits 
agencies  from  using  appropriated  funds 
except  for  the  purposes  for  which  the 
appropriation  was  made,  we  have  long  held 
that  where  an  appropriation  is  made  for  a 
particular  object,  purpose,  or  program,  it  is 
available  for  expenses  which  are  reasonably 
necessary  and  proper  or  incidental  to  the 
execution  of  the  object,  purpose  or  program 
for  which  the  appropriation  was  made, 
except  as  to  expenditures  in  contravention  of 
law  or  for  some  purpose  for  which  other 
appropriations  are  made  specifically 
available. 

***** 

In  view  of  the  above,  if  the  NRC  in  the 
exercise  of  its  administrative  discretion, 
determines  that  it  cannot  make  the  required 
determination  unless  it  extends  financial 
assistance  to  certain  interested  parties  who 
require  it,  and  whose  participation  is 
essential  to  dispose  of  the  matter  before  it, 
we  would  not  object  to  use  of  its 
appropriated  funds  for  this  purpose. 

[Decision  B-92288,  February  19, 1976,  pp.  3-4.] 

The  basic  eligibility  criteria  for 
reimbursement  of  public  participants 
were  set  forth  in  a  May  10, 1976  letter 
from  the  Comptroller  General  to  the 
Chairman  of  the  Oversight  and 
Investigations  Subcommittee  of  the 
House  Committee  on  Interstate  and 
Foreign  Commerce  (File  No.  B-180224, 
May  10, 1976).  In  the  letter,  the 
Comptroller  General  stated  that 
participants  could  be  reimbursed  from 
appropriated  funds  if  the  agency  found 
that: 

*  *  *  it  cannot  make  the  required 
detertmination  unless  it  extends  financial 
assistance  to  certain  interested  parties  who 
require  it,  and  whose  representation  is 
necessary  to  dispose  of  the  matter  before  it; 
and  *  *  *  the  party  is  indigent  or  otherwise 
unable  to  finance  its  participation.  [Id.  at  2.] 

In  a  letter  dated  September  22, 1976  to 
Congresswoman  Yvonne  Braithwaite 
Burke  concerning  FCC  (File  No.  139703, 
September  22. 1976),  the  Comptroller 
General  elaborated  upon  these 
eligibility  criteria: 

As  indicated  in  our  decisions,  the 
prerequisite  to  such  payments  is  a 
determination  by  the  agency  that  the 
payments  are  “necessary"  to  the 
accomplishment  of  its  functions.  Certainly 
this  would  include  obtaining  presentations  or 
other  forms  of  participation  which  enable  the 
full  and  fair  resolution  of  the  matters  before 
the  Commission.  However,  we  would 
emphasize  that  our  decisions  are  limited  to 
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situations  in  which  the  payment,  as  well  as 
the  participation,  is  necessary;  that  is,  lack  of 
financial  resources  on  the  part  of  the  person 
involved  would  preclude  participation 
without  reimbursement.  Accordingly,  the 
Commission  must  determine  that  both  the 
participation  itself  and  payment  therefor  are 
necessary.  In  the  absence  of  relevant 
statutory  standards,  we  believe  that  the 
Commission  must  be  accorded  considerable 
discretion  in  making  these  determinations. 

[Id.  at  3-4.] 

In  the  same  letter,  the  Comptroller 
General  further  stated  that  FCC  has 
authority  to  reimburse  participants  for 
all  expenses,  including  witness  fees, 
attorneys’  fees,  and  related  travel  and 
preparation  expenses,  which  are 
reasonable  and  necessary  to  obtain  the 
required  participation  (id.  at  2).  The 
Comptroller  General  further  remarked 
that  although  advance  payments  to 
participants  are  prohibited  by  statute  (31 
U.S.C.  529),  participants  may  be 
reimbursed  as  participation  is  actually 
accomplished  before  the  close  of  the 
FCC  proceeding  (id.  at  4). 

In  1976,  Sherwin  Gardner,  then  FDA’s 
Acting  Commissioner,  requested  a  ruling 
from  the  Comptroller  General  with 
respect  to  the  reimbursement  program 
proposed  in  the  Consumers  Union 
petition.  In  holding  that  FDA  does  have 
authority  to  establish  a  reimbursement 
program,  the  Comptroller  General 
explained  and  modified  his  prior  rulings 
on  the  subject: 

While  our  decision  to  NRC  did  refer  to 
participation  being  "essential,”  we  did  not 
intend  to  imply  that  participation  must  be 
absolutely  indispensable.  *  *  *  [I]t  would  be 
sufficient  if  an  agency  determines  that  a 
particular  expenditure  for  participation  ‘‘can 
reasonably  be  expected  to  contribute 
substantially  to  a  full  and  fair  determination 
of'  the  issues  before  it,  even  though  the 
expenditure  may  not  be  “essential"  in  the 
sense  that  the  issues  cannot  be  decided  at  all 
without  such  participation.  Our  previous 
decisions  may  be  considered  modified  to  this 
extent.  (Decision  B-139703,  December  3, 1076. 
P  5.] 

The  Comptroller  General  further 
stated  that  although  there  is  no  legal 
objection  to  the  standard  proposed  by 
Consumers  Union,  “it  is  the  agency  that 
must  determine  whether  the  standard 
has  been  met  in  particular  cases,  afid 
the  agency  has  considerable  discretion 
in  this  regard”  (id.  at  5). 

With  respect  to  the  financial  eligibiity 
criteria  proposed  by  Consumers  Union, 
the  Comptroller  General  ruled  that  “a 
regulatory  agency  may  not  pay  costs  of 
a  party  requesting  to  participate  in  a 
regulatory  agency  proceeding  unless  the 
agency  first  determines  that  the  party  is 
indigent  or  otherwise  unable  to  finance 
its  participation”  (id.  at  6). 


The  Comptroller  General  rejected  and 
alternative  financial  eligibility  criterion 
proposed  in  the  Consumers  Union 
petition,  which  would  have  permitted 
reimbursement  for  participants  who 
have  the  financial  resources  to 
participate  but  whose  “economic 
interest  *  *  *  in  the  outcome  of  the 
proceeding  is  small  in  comparison  to  the 
costs  of  effective  participation  in  the 
proceeding.”  The  Comptroller  General 
ruled  that  “FDA  may  not  extend 
financial  assistance  to  a  party  *  *  * 
which  has  the  financial  resources  to 
participate  but  does  not,  for  whatever 
reasons,  wish  to  use  its  resources  for 
this  purpose’’  (id.  at  6,  emphasis  added). 

The  Comptroller  General  also  ruled 
that  FDA  could  provide  financial 
assistance  for  participation  in  any 
rulemaking  or  adjudicatory  proceeding, 
including  public  hearings  before  a  public 
advisory  committee. 

The  Comptroller  General’s 
determination  regarding  FDA’s  authority 
rests  upon  the  fact  that  "payments  to 
parties  and  participants  in  agency 
proceedings  may  be  considered 
'necessary  expenses’  within  the 
discretion  accorded  the  [FDA}  in 
carrying  out  its  statutory  functions”  (id. 
at  2).  This  year’s  appropriations 
legislation  is  typical  in  that  it  provides 
funds  “for  necessary  expenses,  not 
otherwise  provided  for,  of  the  Food  and 
Drug  Administration”  (Agriculture, 

Rural  Development  and  Related 
Agencies  Act,  Pub.  L.  95-44H  (1978)). 
Thus,  the  agency  is  authorized  to  spend 
such  funds  on  reimbursement  of 
participants  in  agency  proceedings 
insofar  as  such  expenditures,  by 
facilitating  agency  administrative 
decisionmaking,  enable  the  agency  to 
perform  its  statutorily  mandated  duty  to 
protect  the  public  health  and  safety.  As 
discussed  above,  this  interpretation  of 
FDA’s  authority  has  been  confirmed  by 
the  House-Senate  Conference 
Committee,  which  expressly 
acknowledged  FDA’s  authority  to  use  its 
general  appropriations  to  reimburse 
public  participants  even  in  the  absence 
of  specific  authorizing  language  in  its 
appropriations  legislation. 

VI.  judicial  Developments 

FDA  is  aware  of  the  June  30, 1977  en 
banc  decision  of  the  United  States  Court 
of  Appeals  for  the  Second  Circuit  in 
Greene  County  Planning  Board  v. 
Federal  Power  Commission,  559  F.  2d 
1227, 1237  (2d  Cir.  1977)  en  banc),  cert, 
denied.  98  S.  Ct.  1280  (1978).  The 
majority  opinion,  agreed  to  by  four 
judges  and  concurred  in  by  a  fifth, 
modified  an  earlier  opinion  (559  F.  2d 
1227, 1234  (2d  Cir.  1976))  rendered  by  a 


three-judge  panel  of  the  Court  of 
Appeals.  The  majority  of  the  en  banc 
Court  of  Appeals  held  that  the  Federal 
Power  Commission  (FPC)  lacks 
statutory  authority  to  award  counsel 
fees  and  other  expenses  to  participants 
in  FPC  proceedings.  The  Court  defined 
the  issue  presented  by  the  case  as 
"whether  this  Court’s  interpretation  of 
the  Federal  Power  Act  or  that  of  the 
Comptroller  General  shall  control  the 
disposition  of  this  appeal”  and  held  that 
its  own  interpretation  is  controlling  (id. 
at  1238).  The  Court  rejected  the 
Comptroller  General’s  ruling  that  the 
FPC’8  statutory  authority  to  expend 
appropriations  for  “expenses  necessary 
for  the  work  of  the  Commission”  is 
sufficient  to  authorize  reimbursement. 
The  Court  concluded  that  a  “finding  that 
the  Federal  Power  Commission  is 
empowered  to  reimburse  interveners  for 
their  legal  expenses  must  await 
appropriate  Congressional  action”  (id.  at 
1240).  In  so  concluding,  the  court  relied 
upon  several  cases  that  prohibit  fee 
shifting  between  private  litigants,  as 
distinguished  from  fee  reimbursements. 
Another  important  factor  underlying  the 
court's  decision  was  the  deference  paid 
by  the  court  to  FPC’s  interpretation  of  its 
organic  statute  as  not  authorizing  il  to 
compensate  public  participants  (id.  at 
1239  n.  2). 

On  September  27, 1977,  the  Greene 
County  Planning  Board  petitioned  Ihe 
Supreme  Court  for  certiorari  (No.  77- 
481).  The  Federal  Energy  Regulatory 
Commission  (FERC)  suroeeded  FPC  as  a 
party  to  the  litigation  on  October  1, 1977. 
FERC  reversed  FPC’s  earlier  position 
and  concluded  that  its  governing  statute 
does  authorize  reimbursement.  On 
January  12, 1978,  the  Solicitor  General 
filed  a  brief  on  behalf  of  FERC,  urging 
the  Supreme  Court  to  remand  the  case  to 
the  Court  of  Appeals  for  reconsideration 
in  light  of  FERC’s  recent  conclusion  as 
to  its  authority.  However,  on  February  2, 
1978,  the  Supreme  Court  denied  the 
petition  for  certiorari  without  taking  any 
position  on  the  merits  of  the  case. 

In  two  letters,  both  dated  March  1, 
1978,  the  Department  of  Justice’s  Office 
of  Legal  Counsel  advised  the  DOT  and 
CAB  that  the  Greene  County  decision 
does  not  preclude  an  agency  “from 
determining  whether  its  organic  statutes 
and  other  relevant  statutes  permit  some 
kind  of  compensation  program  to  be 
established.”  At  the  request  of  Senators 
Strom  Thurmond  and  James  O.  Eastland, 
the  Attorney  General  reviewed  the 
Office  of  Legal  Counsel’s  March  1, 1978 
opinion.  In  a  letter  to  Senators 
Thurmond  and  Eastland,  the  Attorney 
General  concurred  with  the  opinion  of 
the  Office  of  Legal  Counsel,  noting  that 
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“|t]he  Second  Circuit  did  not  decide, 
indeed  it  had  no  jurisdiction  to  decide, 
whether  other  Federal  agencies  do  or  do 
not  have  statutory  authority  to  make 
such  payments." 

In  a  recent  judicial  development,  the 
United  States  District  Court  for  the 
District  of  Columbia  denied  a  motion  for 
preliminary  injunction  that  sought  to 
enjoin  the  conduct  of  a  study  of  the 
impact  on  consumers  of  proposed  USDA 
regulations  ( Chamber  of  Commerce  of 
the  U.S.  v.  U.S.  Department  of 
Agriculture.  C.A.  No.  76-1515  (D.D.C. 
October  10. 1978)).  The  study  was  to  be 
conducted  by  a  public  interest  group 
with  USDA  funding.  In  finding  that  the 
plaintiffs  were  unlikely  to  prevail  on  the 
merits  of  their  claim  that  USDA  lacks 
authority  to  fund  public  participation  in 
rulemaking  proceedings,  the  Court 
stated: 

This  Court  does  not  quarrel  with  the 
statement  in  Greene  that  "(t]he  authority  of  a 
Commission  to  disburse  funds  must' come 
from  Congress."  *  *  *  The  Court  does  feel, 
however,  that  numerous  authorities  support 
the  conclusion  that  agencies  in  general,  and 
the  USDA  in  particular,  have  the  implied 
power  voluntarily  to  fund  the  views  of  parties 
whose  petition  might  otherwise  go 
unrepresented.  [Id.  at  9,  citations  omitted.) 

The  court  relied  on  the  decision  of  the 
Comptroller  General  regarding  NRC 
(Decision  B-92288)  and  the  March  1, 

1978  opinion  of  the  Office  of  Legal 
Counsel.  Department  of  Justice, 
discussed  above. 

The  FDA  has  fully  considered  the 
opinion  in  Greene  County  and  concludes 
that  the  decision  applies  solely  to  the 
authority  of  FPC  (now  FERC).  Thus,  the 
Comptroller  General's  decisions  and 
those  of  the  Department  of  Justice 
remain  the  only  pertinent  legal  opinions 
with  respect  to  the  authority  of  other 
Federal  agencies,  including  FDA.  to 
make  payments  to  indigent  participants 
in  agency  proceedings.  The  conclusion 
that  FDA  has  implied  authority  to 
reimburse  participants  was  also 
confirmed  by  the  House-Senate 
Conference  Committee  Report, 
discussed  above.  Accordingly.  FDA  is  of 
the  opinion  that  there  is  a  sound  legal 
basis  for  the  proposed  regulation. 

VII.  The  Proposed  Regulation 

The  proposed  reimbursement  program 
is  generally  patterned  on  the  pilot 
program  instituted  on  January  13. 1977 
by  the  DOT s  National  Highway  Traffic 
Safety  Administration.  The  final  DOT 
regulations,  published  in  the  Federal 
Register  of  January  13. 1977  (42  FR  2864) 
and  amendments  to  those  regulations 
published  in  the  Federal  Register  of 
January  23. 1979  (44  FR  4675).  the 


regulations  governing  CAB's 
reimbursement  program,  published  in  * 
the  Federal  Register  of  December  5, 1978 
(43  FR  56878),  and  other  published 
material  relating  to  reimbursement  of 
public  participants  in  Federal  agency 
proceedings  are  the  sources  of  much  of 
the  specific  language  that  appears  in 
FDA's  proposed  regulations. 

FDA  emphasizes  that  it  intends  that 
the  proposed  program  be  a 
demonstration  program,  so  that  it  will  be 
administratively  manageable  and  the 
agency  will  be  able  to-evaluate  its 
success  closely.  Thus,  although  the 
agency  may  fund  participation  in  public 
hearings  before  a  public  board  of 
inquiry  (21  CFR  Part  13).  public  hearings 
before  a  public  advisory  committee  (21 
CFR  Part  14).  public  hearings  before  the 
Commissioner  (21  CFR  Part  15),  and 
regulatory  hearings  before  FDA  (21  CFR 
Part  16),  the  agency  intends  to 
concentrate  reimbursement  awards  on 
formal  evidentiary  public  hearings 
conducted  under  Part  12  and  on 
proceedings  which  by  agreement  of  the 
parties  are  substitutes  for  formal 
hearings. 

FDA  intends  to  focus  on  formal 
evidentiary  public  hearings  because 
many  major  issues  of  public  concern  are 
decided  in  these  proceedings,  because 
there  may  be  a  great  diversity  of  views 
on  the  issues,  and  because  participation 
in  these  proceedings,  especially 
presentation  of  disputed  factual  issues 
for  resolution,  can  be  quite  expensive. 
Presentation  of  the  participant's  case 
will  usually  entail  preparation  of  written 
direct  testimony,  retention  and 
preparation  of  witnesses,  and  conduct  of 
cross-examination  at  the  hearing. 
Furthermore,  full-time  attendance  at  the 
hearing  by  a  legal  representative  will 
usually  be  necessary  when  oral 
testimony  is  being  given  by  other 
participants  in  the  proceeding  so  that 
the  interest  of  the  participant  can  be 
protected. 

The  FDA  has  decided  to  place  less 
emphasis  on  funding  Part  13, 14, 15,  or  16 
proceedings  because  the  conduct  of 
these  types  of  proceedings  ordinarily 
does  not  place  as  great  a  financial 
burden  on  a  participant.  In  addition, 
regulatory  hearings  under  Part  16  are 
held  to  afford  an  affected  person  an 
opportunity  to  challenge  an  adverse 
determination  by  FDA.  The  dispute  is 
individualized,  and  the  proceeding 
usually  is  not  one  in  which  others  would 
participate. 

Funding  would  not  be  available  in 
those  rulemaking  proceedings  that  do 
not  also  involve  proceedings  under  Part 
12, 13. 14, 15.  or  16.  Reimbursement  for 
those  rulemaking  proceedings  has  been 


excluded  from  the  proposal  because 
participation  in  those  proceedings  is 
generally  in  the  form  of  written 
comments  and  is  therefore  less 
expensive  than  participation  in  the 
proceedings  to  be  funded  by  the 
proposal.  Because  a  question  remains 
whether  funding  should  be  equally 
available  for  participation  in  all 
proceedings,  the  agency  invites  further 
comment  on  the  type  of  proceedings  for 
which  compensation  should  be 
awarded. 

A.  The  Decisionmaking  Process 

The  proposal  assigns  to  an  Evaluation 
Board  the  authority  to  decide  whether  to 
provide  reimbursement.  Within  the 
overall  reimbursement  budget 
established  by  the  agency,  the  Board 
would  make  decisions  on  individual 
applications.  The  Evaluation  Board 
would  be  composed  of  the  Special 
Assistant  for  Consumer  Affairs,  or  his  or 
her  representative,  who  would  chair  the 
Board,  the  Associate  Commissioner  for 
Management  and  Operations,  or  his  or 
her  representative,  and  a  third  person  to 
be  appointed  by  the  Commissioner  of 
Food  and  Drugs.  Board  members  would 
be  prohibited  from  involvement  in  any 
proceeding  for  which  they  are  reviewing 
applications  for  reimbursement. 

The  Board  would  be  free  to  consult 
with,  and  seek  advice  from,  any  agency 
employee,  including  the  presiding  officer 
in  the  proceeding  for  which 
reimbursement  is  being  sought.  The 
Board  would  also  be  able  to 
communicate  with  the  applicant.  The 
Board  would  not.  however,  be  permitted 
to  consult  ex  parte  with  any  agency 
employee  who  is  involved  in  any  way  in 
the  administrative  proceeding  for  which 
reimbursement  is  being  sought.  All 
consultations  between  the  Board  and  an 
applicant  or  the  presiding  officer 
concerning  applications  for 
reimbursement  are  required  to  be  in 
writing,  or,  if  oral,  reduced  to  writing  an 
filed  with  the  Hearing  Clerk.  FDA.  Like 
other  participants  in  the  proceeding, 
agency  participants  would  have  an 
opportunity  to  submit  written  views  to 
the  Board.  Those  views  would  be  filed 
with  the  Hearing  Clerk. 

FDA  proposes  that  the  Special 
Assistant  for  Consumer  Affairs,  or  his  or 
her  representative,  chair  the  Board 
because  that  office  has  major 
responsibility  for  educating  the  public 
about  the  agency,  maintains  continuing 
contact  with  a  broad  spectrum  of  the 
public,  and  has  considerable  knowledge 
of  potential  public  interest  participants. 
FDA  proposes  to  make  the  Associate 
Commissioner  for  Management  and 
Operations,  or  his  or  her  representative. 
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a  member  of  the  Board  because  of  that 
office’s  expertise  in  financial  matters. 
That  expertise  should  aid  the  Board  in 
evaluating  each  applicant’s  financial 
eligibility.  A  third  member  would  be 
appointed  by  the  Commissioner  to 
strengthen  the  Board’s  ability  to 
evaluate  applicant's  proposed 
participation  and  generally  to  facilitate 
decisionmaking. 

The  agency  believes  that  decisions  on 
reimbursement  by  the  Board  would  have 
acceptability  in  the  public  interest 
community.  The  Board  would  have  no 
role  in  deciding  the  outcome  of  hearings; 
consequently,  its  decisions  on 
reimbursement  could  not  be  regarded  as 
reflecting  prejudgment. 

As  part  of  the  decisionmaking 
process,  the  presiding  officer  would  be 
required  to  make  a  written 
recommendation  to  the  Board.  This 
recommendation  would  be  required  to 
state  whether  the  application  meets  all 
of  the  criteria  for  approval  of 
applications  except  the  criterion  relating 
to  the  economic  need  of  the  applicant. 
Consideration  of  the  “economic  need” 
criterion  was  excluded  from  the 
presiding  officer’s  recommendation 
because  it  would  require  expertise  in 
financial  matters  that  the  presiding 
officer  may  not  have. 

The  presiding  officer  would  be  able  to 
communicate  with  the  applicant  and 
order  the  production  of  such 
documentation  as  he  or  she  finds 
necessary.  All  of  these  communications 
would  be  required  to  be  in  writting  or 
made  a  part  of  the  official  transcript  of 
the  proceeding  for  which  reimbursement 
is  being  sought.  Copies  of  all  these 
communications  and  documentation 
would  be  filed  with  the  Hearing  Clerk, 
FDA. 

Each  participant  in  a  proceeding 
under  Part  12, 13. 14,  or  16  in  which 
reimbursement  is  being  sought  would  be 
permitted  to  submit  comments  to  the 
Board  on  each  application  submitted  in 
that  proceeding.  The  proposal  does  not 
provide  for  any  comments  by 
participants  in  proceedings  under  Part 
15.  FDA  believes  that  provision  for  such 
comments  is  unwarranted  because  there 
are  generally  a  large  number  of 
participants  in  Part  15  proceedings,  each 
participant  uses  a  relatively  small 
amount  of  time,  and  the  interest  of 
participants  in  avoiding  delay  or  limiting 
the  number  of  participants  is  insufficient 
to  justify  their  involvement  in  decisions 
on  reimbursement. 

The  Board  would  give  substantial 
weight  to  the  recommendation  of  the 
presiding  officer.  The  presiding  officer  is 
the  neutral  person  with  the  greatest 
understanding  of  the  issues  in  the 


proceeding  and,  therefore,  is  in  the  best 
position  to  evaluate  the  proposed 
contribution  of  an  applicant  seeking 
reimbursement.  In  the  case  of  Part  12 
proceedings  in  which  the  presiding 
officer  is  the  agency's  Administrative 
Law  Judge,  the  presiding  officer  has  had 
considerable  experience  in  similar 
proceedings  and  therefore  should  be 
able  to  assess  the  contribution  each 
applicant  will  make  to  a  full  and  fair 
determination  of  the  issues.  If  two  or 
more  applicants  seek  to  represent 
similar  interests,  the  presiding  officer  is 
especially  qualified  to  compare  the 
skills  and  experience  of  such  applicants 
to  determine  which,  if  any,  should 
receive  reimbursement,  particularly  if 
the  applicants  have  previously  appeared 
before  the  presiding  officer. 

Participants  in  proceedings  under 
Parts  12, 13, 14,  and  16  shoud  contribute 
to  the  decisionmaking  process  by 
providing  information  about  whether  an 
application  should  be  denied  because 
the  applicant  represents  an  interest  that 
would  be  adequately  represented  by 
other  participants  in  that  proceeding. 

All  decisions  of  the  Board  would  be 
considered  final  agency  action.  The 
proposal  does  not  include  a  provision 
for  appeal  of  the  Board’s  final  decision 
to  the  Commissioner  because  such  a 
review  procedure  would  result  in 
delaying  the  proceedings  for  which 
funding  is  sought. 

B.  Content  and  Timing  of  Applications 

The  information  requested  from  each 
applicant  is  intended  to  enable  FDA  to 
determine  whether  the  applicant  meets 
the  eligibility  criteria  for  reimbursement 
(see  Part  VII  D.  below).  Each  applicant 
is  to  submit  an  application  that  includes 
a  sworn  statement  describing  the 
applicant's  general  purposes,  structure, 
and  tax  status  (if  the  applicant  is  an 
organization),  the  work  to  be  funded,  the 
applicant’s  interest  in  the  outcome  of  the 
proceeding,  and  why  the  applicant  is  an 
appropriate  representative  of  that 
interest,  and  explaining  how  the 
applicant's  participation  would  enhance 
the  agency's  decisionmaking  process. 
The  application  is  required  to: 

(1)  State  the  total  amount  of  funds 
requested,  and,  in  itemized  form,  the 
expenses  to  be  covered  by  the  requested 
funds  and  by  funds  available  to  the 
applicant  from  other  sources; 

(2)  Describe  the  position  the  applicant 
proposes  to  present,  including  a 
description  of  the  evidence,  activities, 
studies,  or  other  submissions  that  will 
be  generated  by  each  of  the 
expenditures; 

(3)  Explain  why  the  applicant  would 
be  prevented  from  participating  in  the 


proceeding  if  reimbursement  were  not 
provided; 

(4)  Explain  how  providing  the 
requested  funds  would  enhance  the 
quality  of  the  applicant's  participation 
and  why  the  applicant  cannot  use  funds 
that  it  already  possesses  or  expects  to 
receive  for  the  purposes  for  which  funds 
are  requested; 

(5)  Explain  why  the  applicant  cannot 
in  other  ways  obtain  the  funds  that  are 
requested,  including  a  complete 
financial  statement  listing  income  and 
expenditures  for  the  then  current  fiscal 
year  and  the  prior  fiscal  year  and  a 
listing  of  the  applicant’s  total  assets  and 
liabilities  as  of  the  date  of  application 
(where  an  applicant  has  previously 
submitted  an  application  for  the 
financial  assistance  in  the  preceding  6 
months  of  the  current  fiscal  year,  the 
applicant  need  only  inform  the  Board  of 
any  material  changes  in  the  financial 
data  previously  submitted); 

(6)  Describe  any  contracting, 
consulting  or  other  income-producing 
relationship  of  the  applicant  with  an 
organization  having  an  economic 
interest  in  the  outcome  of  the  proceeding 
for  which  reimbursement  is  sought;  and 

(7)  List  all  proceedings  of  the  Federal 
government  in  which  it  has  participated 
during  the  previous  year  and  any 
amount  of  financial  assistance  received 
from  the  Federal  government  in 
connection  with  Chose  proceedings  (the 
information  concerning  other  financial 
assistance  received  from  the  Federal 
government  is  requested  to  determine 
whether  the  applicant  is  receiving  a 
disproportionate  share  of  Federal 
reimbursement  compared  to  other 
equally  deserving  applicants). 

All  applications  for  reimbursement 
would  be  filed  with  the  Hearing  Clerk 
and  made  available  for  public 
inspection.  Other  agencies,  such  as  FTC, 
follow  a  similar  procedure  with 
applications  for  reimbursement.  FDA 
recognizes  that  the  possibility  of 
disclosure  of  financial  records  of  an 
applicant  may  be  sensitive,  and  the 
agency  invites  further  comment  on  such 
disclosure. 

The  proposal  would  require 
submission  of  applications  to  the  Board 
within  25  calendar  days  of  the  date  of 
Federal  Register  publication  of  the 
notice  of  hearing  published  under  21 
CFR  12.35, 13.5, 14.20,  or  15.20,  or  the 
date  on  which  FDA  sends  the  notice  of 
opportunity  for  hearing  issued  under  21 
CFTl  16.22  or  16.24,  except  in 
extraordinary  circumstances. 
Applications  should  be  submitted  as 
early  as  practicable.  Early  applications 
would  be  favored. 
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The  applicant  would  have  the 
additional  responsibility  of  serving  a 
copy  of  the  application  on  the  presiding 
officer  and  filing  it  with  the  Hearing 
Clerk.  In  Part  12, 13. 14.  and  16 
proceedings,  the  Hearing  Clerk  would  be 
responsible  for  service  of  each 
application  on  each  existing  participant 
in  the  proceeding  for  which 
reimbursement  is  being  sought  within 
five  days  of  the  filing  of  each 
application. 

The  presiding  officer  would  be 
required  to  submit  a  recommendation  to 
the  Board  within  15  calendar  days  after 
receipt  of  each  application  in 
proceedings  held  under  Part  13, 14, 15,  or 
16.  In  Part  12  proceedings,  the  presiding 
officer’s  recommendation  would  be 
submitted  to  the  Board  within  seven 
calendar  days  after  the  first  day  of  the 
prehearing  conference  conducted  under 
§  12.91,  or  such  other  time  as  the 
presiding  officer  may  specify.  The 
Board's  response  to  each  applicant 
would  be  due  15  calendar  days  after  its 
receipt  of  the  presiding  officer’s 
recommendation.  The  presiding  officer’s 
recommendation  and  the  Board’s 
response  to  each  applicant  would  be 
filed  with  the  Hearing  Clerk. 

Participants  in  proceedings  under 
Parts  13, 14.  and  16  would  be  required  to 
submit  any  comments  they  may  have  on 
applications  for  reimbursement  to  the 
Board  within  15  calendar  days  after  the 
application  is  filed  with  the  Hearing 
Clerk.  In  Part  12  proceedings, 
participants’  comments  are  to  be 
submitted  to  the  Board  within  seven 
calendar  days  after  the  first  day  of  the 
prehearing  conference  conducted  under 
§  12.91.  All  comments  on  applications 
would  be  filed  with  the  Hearing  Clerk. 

All  applicants  in  Part  12  proceedings 
would  be  required  to  attend  the 
prehearing  conference  conducted  under 
§  12.91. 

This  conference  would  be  scheduled 
as  soon  as  practicable  after  applications 
are  due  to  be  filed.  Thus,  the  prehearing 
conference  should  provide  a  good  forum 
for  the  preliminary  review  of 
applications  by  the  presiding  officer. 
Decisionmaking  performed  at  this  stage 
of  the  proceeding  should  be  well 
informed.  Information  respecting  the 
identity  of  the  participants,  the  issues 
they  propose  to  present,  and  the 
witnesses  they  propose  to  call  is 
generally  elicited  in  the  prehearing 
conference. 

It  is  important  that  all  applicants 
attend  the  prehearing  conference 
because  additional  information  may  at 
that  time  be  elicited  from  the  applicants 
by  the  presiding  officer.  With  this 
information  and  the  applicant’s 


submission  showing  the  contribution  it 
intends  to  make,  the  presiding  officer 
and  the  participants  should  be  able  to 
evaluate  the  merits  of  each  application 
completely  and  accurately. 

C.  Final  Decisions 

The  Board  would  be  required  to 
furnish  a  written  response  to  each 
applicant  stating  the  amount  of 
reimbursement  authorized  (if  any)  and 
the  reasons  for  the  Board’s  decision.  The 
application  and  approval  process  should 
operate  expeditiously,  and  priority 
should  be  given  to  issuing  final 
decisions  as  soon  as  practicable.  To 
ensure  that  applicants  have  adequate 
preparation  time,  hearings  held  under 
Part  13, 14, 15,  or  16  would  not  begin 
until  at  least  15  calendar  days  after  the 
Board  issues  all  final  decisions  on  the 
approval  of  applications,  except  in 
extraordinary  circumstances.  In  Part  12 
proceedings,  direct  testimony  would  not 
be  filed  or  taken  under  §  12.87  until  at 
least  15  calendar  days  after  the  Board 
issues  all  final  decisions  on  the  approval 
of  applications,  except  in  extraordinary 
circumstances. 

FDA  believes  that  the  15  calendar 
days  allotted  to  approved  applicants  to 
prepare  their  presentations  is  adequate 
preparation  time.  The  presiding  officer 
would  have  authority  on  his  or  her  own 
initiative  or  on  motion  of  any  participant 
or  applicant  to  extend  this  15-calendar- 
day  time  period  whenever  an  applicant 
needs  additional  preparation  time. 
Similarly,  the  presiding  officer  could 
reduce  this  time  period  if  fewer  than  15 
calendar  days  would  provide  all 
approved  applicants  sufficient 
preparation  time. 

It  is  important  to  note  that  in  many 
instances  approved  applicants  would 
have  additional  preparation  time  by 
virtue  of  the  scheduling  of  written 
submissions  in  the  proceedings  funded 
by  the  proposal.  For  example,  in  a  Part 
12  proceeding,  the  applicant  might  not 
be  required  to  submit  its  written  direct 
testimony  until  one  month  after  written 
direct  testimony  is  submitted  by  another 
participant.  This  type  of  scheduling, 
which  is  not  unusual,  would  allow  an 
applicant  a  total  of  six  weeks  to  prepare 
its  written  direct  testimony.  Thus, 
approved  applicants  should  have 
sufficient  time  to  prepare  their 
presentations. 

FDA  recognizes  that  there  may  be 
situations  in  which  the  time  frames 
proposed  for  processing  applications  do 
not  fit  precisely  into  the  time  frames 
provided  under  Parts  12, 13, 14, 15,  and 
16  or  do  not  comply  with  an  unusual  or 
expedited  procedure.  The  proposal 
makes  provision  for  expedited 


submission  and  review  of  applications 
in  those  situations.  The  time  constraints 
resulting  from  the  submission  of 
applications  on  an  expedited  basis  may 
make  it  more  difficult  for  applicants  to 
complete  and  file  their  applications  in  a 
timely  manner.  These  time  constraints 
will,  however,  be  necessary  in  some 
situations  to  foster  early  agency 
decisionmaking  on  reimbursement, 
thereby  allowing  applicants  enough  time 
to  make  decisions  regarding  the  nature 
and  scope  of  their  participation  and 
ensuring  that  agency  proceedings  are 
completed  in  a  timely  fashion.  In  some 
situations  the  effective  participation  of 
an  applicant  may  be  impossible  because 
of  the  expedited  scheduling  of  a 
particular  proceeding.  The  Board  would 
have  the  discretion  to  disapprove  such 
applications. 

The  agency  invites  comments  on 
whether  the  proposed  regulation  would 
provide  applicants  with  adequate 
preparation  time  and  on  how  the 
regulation  might  be  improved  to  allow 
applicants  additional  preparation  time 
without  significantly  delaying  agency 
proceedings. 

D.  Standards  for  Reimbursement 

The  Board  may  approve  an 
application  if  the  Board  makes  positive 
findings  on  four  criteria  relating  to  the 
applicant's  interest  and  economic  need. 
The  Board  would  be  required  to  find 
that  (1)  representation  of  the  applicant’s 
interest  contributes  or  can  reasonably 
be  expected  to  contribute  substantially 
10  a  full  and  fair  determination  of  the 
issues  involved;  (2)  participation  by  the 
applicant  is  reasonably  necessary  to 
represent  that  interest  adequately;  (3) 
the  applicant  can  competently  represent 
the  interest  it  espouses;  and  (4)  the 
applicant  does  not  have  available 
sufficient  resources  to  participate 
effectively  without  funding  from  FDA. 

In  the  first  and  second  criteria,  the 
proposal  intends  to  emphasize  the 
qualtiy,  significance,  and  unique  nature 
of  the  contribution  sought  to  be  made. 
These  criteria  require  that  an  applicant 
represent  a  significant  interest  that  is 
not  adequately  represented  by  another 
participant.  The  term  “interest”  used  in 
these  criteria  is  not  intended  to  be 
synonymous  with  the  "public  interest,” 
nor  does  it  mean  an  economic  interest. 
Rather,  it  refers  to  a  point  of  view,  a 
perspective,  a  position  on  the  issues  in 
the  proceeding.  Although  all  participants 
and  several  applicants  in  a  proceeding 
may  claim  to  represent  the  public 
interest,  each  may  have  an  entirely 
different  point  of  view  as  to  what 
constitutes  the  public  interest;  and  each 
may  present  quite  different  testimony 
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and  arguments  in  support  of  its 
respective  position.  It  is  representation 
of  substantially  the  same  position  by  an 
applicant  and  a  participant  that  would 
result  in  an  application  being  denied.  If 
one  of  the  agency's  bureaus  or  another 
participant  in  a  proceeding  for  which 
reimbursement  is  being  sought 
adequately  represents  an  interest  sought 
to  be  represented  by  an  applicant  in  the 
same  proceeding,  the  Board  is  required 
to  consider  the  bureau  or  the  participant 
in  question  to  be  an  adequate 
representative  of  that  interest.  This 
requirement  is  consistent  with  the 
House-Senate  Conference  Committee 
Report  and  the  Comptroller  General’s 
rulings  on  this  subject. 

The  fourth  criterion,  which  concerns 
indigency,  is  not  intended  to  restrict 
reimbursement  only  to  insolvent 
organizations.  This  criterion  is  meant  to 
encompass  those  organizations  that 
have  sufficient  resources  to  pay  the 
ordinary  expenses  of  carrying  on  their 
ordinary  activities,  but  not  the 
exceptional  costs  of  participating  in  a 
particular  FDA  proceeding.  The 
Comptroller  General  held  that  it  is 
appropriate  to  compensate  those,  in 
addition  to  the  literally  indigent,  who 
are  otherwise  unable  to  afford 
participation  (Decision  B139703, 
December  3, 1976,  p.  6).  Such 
organizations  might  well  include  small 
businesses  as  well  as  public  interest 
groups,  but  probably  would  not  include 
trade  associations  whose  member 
organizations  jointly  could  afford 
participation. 

In  applying  the  fourth  criterion,  the 
Board  would  be  required  to  take  into 
account  the  ability  of  the  applicant  to 
bear  some  of  the  financial  burden 
incurred  in  connection  with  a 
proceeding.  FDA  believes  that 
applicants  should  bear  a  portion  of  the 
financial  burden  whenever  possible.  The 
agency  also  recognizes  that  some 
applicants  may  have  sufficient  resources 
to  pay  ordinary  operating  expenses  and 
the  cost  of  participation  in  some 
administrative  proceedings  and/or 
related  litigation,  but  might  be  unable  to 
afford  participation  in  a  particular 
proceeding  because  the  participation 
would  exhaust  all  the  available  funds  or 
substantially  limit  the  range  of  activities 
the  applicant  could  undertake.  FDA 
believes  all  of  these  factors  should  be 
considered  in  judging  whether  the 
applicant  has  sufficient  resources. 

Discussion  of  these  and  other 
problems  in  applying  the  fourth  criterion 
may  be  found  in  CAB's  advance  notice 
of  proposed  rulemaking  on 
reimbursement  for  public  interest 
representation,  published  in  the  Federal 


Register  of  February  11, 1977  (42  FR 
8663). 

Consumers  Union  originally  proposed 
an  alternative  to  the  “indigency" 
criterion.  The  proposed  alternative 
would  have  permitted  approval  of  an 
application  where  the  applicant's 
economic  interest  in  the  outcome  of  the 
proceeding  is  small  compared  to  the 
costs  of  effective  participation.  This 
criterion  was  not  included  in  the 
proposal  because,  as  discussed  above, 
the  Comptroller  General  rejected  this 
alternative  criterion  on  the  ground  that 
FDA  may  not  extend  financial 
assistance  to  a  party  that  has  the 
financial  resources  to  participate,  but 
that  does  not  wish  to  use  its  resources 
for  that  purpose. 

As  discussed  above,  the  House-Senate 
Conference  Committee  Report  on  FDA’s 
1979  appropriations  bill  provides  that, 
except  for  expert  witness  applicants 
whose  technical  expertise  is  required, 
no  applicant  shall  be  eligible  to  receive 
reimbursement  if  he  or  she  is  not  a 
resident  of  the  locality  to  be  affected  by 
the  outcome  of  the  proceeding  for  which 
reimbursement  is  being  sought.  FDA 
considered  making  this  requirement  one 
of  the  eligibility  criteria  but  concluded  it 
was  unnecessary  because  the 
requirement  was  not  intended  to  apply 
to  FDA,  but  rather  to  USDA,  which  is 
funded  in  the  same  appropriations  bill. 

USDA  has  jurisdiction  over  a  number 
of  proceedings  that  affect  only  specific 
localities.  For  example,  USDA  has 
jurisdiction  over  the  Forest  Service  and 
the  Soil  Conservation  Service.  USDA 
proceedings  relating  to  these  services 
generally  involve  a  specific  area  of  land 
(e.g.,  a  proceeding  to  determine  the  uses 
of  a  particular  section  of  a  National 
Forest).  USDA  also  has  jurisdiction  over 
certain  marketing  orders  that  limit  the 
amount  and  price  of  certain 
commodities  sold  in  specific  areas  of  the 
country.  The  "resident  of  the  locality" 
requirement  would  therefore  seem  to 
apply  to  certain  USDA  proceedings. 

FDA  believes  that  the  "resident  of  the 
locality”  requirement  does  not  apply  to 
FDA  because  FDA  proceedings  always 
potentially  have  a  nationwide  impact. 
For  example,  the  subject  of  an  FDA 
proceeding  may  be  the  safety  of  a 
veterinary  drug  for  food  producing 
animals.  The  veterinary  drug  in  question 
may  be  used  only  in  areas  of  the  country 
where  livestock  are  raised,  but  the 
outcome  of  the  proceeding  would  have  a 
potential  nationwide  impact  because 
meat  produced  from  animals  that 
received  the  drug  in  question  could  be 
marketed  anywhere  in  the  United 
States.  The  agency  invites  comments  on 
whether  there  are  FDA  proceedings 


under  this  proposal  to  which  the 
“resident  of  the  locality"  requirement 
would  apply. 

If  more  than  one  applicant 
representing  the  same  or  a  similar 
interest  satisfy  the  eligibility  criteria,  the 
Board  may  approve  partial  or  complete 
funding  of  one  or  more  applicants  after 
comparing  the  interests  that  the 
applicants  represent,  their  proposals, 
and  their  past  performances  in 
regulatory  proceedings.  The  Board  and 
the  presiding  officer  would  be 
authorized  to  encourage  applicants 
representing  the  same  or  similar 
interests  to  submit  combined 
applications.  Such  consolidations  would 
enable  more  applicants  to  participate  in 
proceedings  funded  by  the  proposal. 

Resources  for  this  program  would  be 
limited.  Therefore,  in  any  particular 
case,  the  Board  may  determine  that  in 
view  of  the  public  interest  and  the 
availability  of  funding  for  the 
demonstration  program  as  a  whole,  no 
applications  for  reimbursement  should 
be  granted.  If  a  final  regulation 
establishing  this  program  is 
promulgated,  the  agency  would  annually 
announce  the  total  funding  allocated  to 
reimbursement  for  that  year.  The  Board 
would  also  annually  establish  a 
presumptive  limit  on  the  total  amount  of 
money  to  be  provided  for  reimbursement 
for  any  one  proceeding  funded  by  the 
proposal.  The  Board  could,  however, 
waive  this  limit  in  particular  cases. 

The  agency  invites  comments  on  how 
the  criteria  for  decisionmaking  might  be 
improved,  including  deletion, 
modification,  or  addition  of  criteria. 

FDA  invites  comments  on  one  other 
issue  concerning  applicant  eligibility: 
Whether  providing  reimbursement  to  a 
small  business  or  other  applicant  with  a 
financial  interest  in  the  outcome  of  the 
proceeding  would  constitute  a  conflict  of 
interest  under  18  U.S.C.  208(a).  That 
section  prohibits  a  special  government 
employee  from  participating  in  any 
government  proceeding  in  which  that 
employee  has  a  financial  interest.  There 
is  a  provision  (18  U.S.C.  208(b))  for 
waiver  of  this  prohibition  if  the  financial 
interest  in  question  would  not  affect  the 
integrity  of  the  services  the  government 
may  expect  from  that  employee.  The 
agency  invites  comments  on  whether  a 
small  business  applying  for 
reimbursement  under  the  proposal 
would  be  prohibited  from  participating 
by  18  U.S.C.  208(a);  and,  if  so,  whether  a 
waiver  under  18  U.S.C.  208(b)  would  be 
permissible. 

E.  Reimbursement 

Reimbursement  would  be  limited  to 
reasonable  costs  of  participation  in  the 
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hearing,  such  as  attorneys’  fees,  expert 
witness  fees,  and  the  expenses  of 
clerical  services,  travel,  and  studies. 
Funds  would  be  provided  only  for 
preparation  for,  and  participation  in,  the 
hearing  stage  of  the  particular 
proceeding,  including  the  filing  of 
po$thearing  briefs  and  exceptions  to  the 
decision  of  the  presiding  officer. 
Reimbursement  would  also  be  provided 
(but  only  to  approved  applicants)  in 
appropriate  cases  for  certain  work  that 
is  necessary  for  preparing  the 
applicant's  presentation  at  the  hearing, 
but  is  begun  before  the  approval  of  the 
application,  such  as  consultation  with 
an  expert  witness,  or  preparation  of 
written  direct  testimony.  Approved 
applicants  would  also  receive 
reimbursement  for  travel  costs  incurred 
as  a  result  of  attendance  at  the 
prehearing  conference  in  Part  12 
proceedings. 

Because  the  funding  for  the 
reimbursement  program  would  be 
limited,  reimbursement  would  not  be 
provided  for  other  earlier  work,  such  as 
the  submission  of  an  application  for 
reimbursement,  or  studies  completed 
before  the  filing  of  an  application. 
Moreover,  reimbursement  would  not  be 
provided  for  activities  that  are  not 
directly  related  to  an  applicant's 
presentation  in  the  proceeding  for  which 
reimbursement  is  being  sought,  such  as 
fund  raising  activities  to  finance 
participation  in  the  proceeding. 
Reimbursement  would  also  not  be 
provided  for  the  hiring  of  outside 
personnel  when  staff  personnel  are 
available  and  qualified  to  do  the  work, 
nor  would  reimbursement  be  provided 
for  indirect  or  overhead  costs. 
Reimbursement  would,  however,  be 
available  in  appropriate  cases  for  time 
actually  spent  by  staff  members  in 
preparing  for.  and  participating  in.  a 
particular  proceeding. 

Approved  applicants  would  be 
reimbursed  only  for  reasonable  services 
and  costs  of  participation  that  have 
been  authorized  and  reasonably 
incurred,  up  to  a  ceiling  amount.  An 
applicant's  contractors  may  be  paid  at 
prevailing  market  rates.  Reimbursement 
generally  would  not,  however,  exceed 
the  rate  of  compensation  paid  by  the 
agency  to  its  own  employees,  expert 
witnesses,  consultants,  and  other 
personnel  possessing  comparable 
experience  and  expertise. 
Reimbursement  for  staff  services  paid 
by  participating  groups  and 
organizations  would  be  limited  to  rates 
of  reimbursement  normally  paid  by  the 
organization  and,  also,  would  not 
exceed  rates  paid  to  comparable  FDA 
employees.  Should  a  final  regulation 


establishing  a  reimbursement  program 
be  published,  the  agency  would  also 
publish  guidelines  listing  the  maximum 
rates  of  reimbursement  allowable  for 
particular  expenditures,  e.g.,  payment  of 
an  expert  witness.  This  practice  is 
currently  followed  by  FTC. 

The  ceiling  on  reimbursable  costs  is 
intended  to  encourage  efficient  use  of 
government  funds  and  thereby  enable 
more  parties  to  participate  in  the 
reimbursement  program.  FDA  believes 
that  this  ceiling  would  not  preclude 
effective  participation  in  FDA 
proceedings  under  the  reimbursement 
program.  If,  however,  the  Board  found 
that  an  applicant  s  participation  in  a 
given  proceeding  would  be 
exceptionally  important  and  that  the 
applicant  otherwise  met  the  criteria  of 
proposed  §  10.220(c)(3)  but  did  not  have 
available,  and  could  not  reasonably 
obtain  in  other  ways,  sufficient 
resources  to  participate  effectively  in 
the  absence  of  compensation  in  excess1 
of  the  cost  ceiling,  this  requirement 
could  be  waived.  Such  waivers  would 
be  granted  only  in  extremely  rare  cases. 

Before  each  proceeding,  the  Board 
would  inform  each  approved  applicant 
of  the  maximum  amount  of 
compensation  the  applicant  is 
authorized  to  spend.  This  notification 
would  not  specify  precisely  how  the 
authorized  funds  should  be  spent.  FDA 
believes  that  each  applicant  should  be 
allowed  some  flexibility  in  allocating  its 
funding  to  maximize  the  effectiveness  of 
its  participation.  Expenditures  would, 
however,  be  expected  to  follow 
approximately  the  itemization  of 
anticipated  expenses  contained  in  the 
application  for  reimbursement; 
significant  deviation  would  necessitate 
written  justification  by  the  applicant 
before  final  payment. 

The  final  decision  on  the  exact 
amount  of  reimbursement  to  be  paid 
each  applicant  and  payment  of 
reimbursement  funds,  which  will  not 
exceed  the  maximum  amount  specified 
in  the  award  document,  would 
ordinarily  take  place  after  completion  of 
the  proceeding.  At  that  time,  the 
applicant  would  submit  a  claim  with 
supporting  documentation.  Each 
applicant  would  be  reimbursed  for  costs 
reasonably  and  necessarily  incurred,  up 
to  the  cost  ceiling  discussed  above, 
within  30  calendar  days  from  the  filing 
of  the  claim. 

FDA  recognizes  that  the  ability  of 
some  approved  applicants  to  participate 
may  be  impaired  by  their  failure  to 
receive  funds  before  the  conclusion  of 
the  proceeding.  FDA  also  recognizes 
that  the  Comptroller  General  considers 
impermissible  the  making  of  advance 


payments  by  the  agency.  Therefore. 

FDA  has  provided  for  applicants  to 
submit,  and  the  Board  to  grant,  requests 
for  periodic  payment  of  expenses 
incurred  before  conclusion  of  the 
proceeding.  This  procedure  has  been 
approved  by  the  Comptroller  General. 

Applicants  would  also  be  permitted  to 
apply  for  supplementary  reimbursement 
if  the  initial  award  is  insufficient  to 
permit  the  applicant  to  complete  its 
proposal  and  if  (1)  the  Board  requested 
the  applicant  to  perform  additional 
work,  or  (2)  the  applicant  demonstrates 
that  it  has  been  subject  to  an 
unforseeable  and  material  change  in  its 
circumstances,  or  (3)  the  applicant  or  the 
Board  substantially  underestimated  the 
probable  cost  of  participation. 
Supplementary  reimbursement  would 
not  be  provided  for  work  performed  or 
costs  incurred  by  an  applicant  or  its 
contractors  in  advance  of  the  Board's 
decision  to  provide  supplementary 
reimbursement.  The  eligibility  criteria 
for  supplementary  reimbursement  would 
be  the  same  as  the  criteria  for  the  initial 
award  (see  Part  VII.  D.  of  this  preamble, 
above). 

The  proposal  would  impose  certain 
recordkeeping  requirements  upon 
applicants  whose  applications  are 
approved.  The  records  would  be  subject 
to  audit;  and.  if  the  request  for,  or  the 
receipt  of,  reimbursement  award  funds 
could  not  be  reconciled  with  the 
expenditure  of  those  funds,  the  Board 
could  deny  claims  for  payment  or 
demand  repayment  of  payments 
previously  made.  Claims  could  be 
denied  or  repayment  demanded  in 
situations  in  which  the  applicant  clearly 
failed  to  provide  adequate 
representation,  or  acted  toward  another 
participant  or  the  presiding  officer  in  a 
manner  demonstrating  bad  faith,  or  in 
Part  12  proceedings  in  which  the 
applicant's  participation  was  stricken 
under  §  12.45(g)  from  the  proceeding  for 
which  reimbursement  was  being  sought. 

The  agency  invites  comments  on  the 
adequacy  of  the  rates  of  reimbursement 
proposed  and  how  the  procedures  for 
providing  reimbursement  might  be 
improved. 

F.  Conclusion  t 

After  consideration  of  all  comments 
submitted  on  this  notice  of  proposed 
rulemaking,  the  agency  will  decide 
whether  to  publish  a  final  regulation  in 
the  Federal  Register  establishing  a  pilot 
reimbursement  program. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  201  et  seq.. 
52  Stat.  1040  as  amended  (21  U.S.C.  321 
et  seq.)),  the  Public  Health  Service  Act 
(sec.  1  et  seq.,  58  Stat.  682  as  amended 
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(42  U.S.C.  201  et  seq.)),  the 
Comprehensive  Drug  Abuse  Prevention 
and  Control  Act  of  1970  (sec.  4,  84  Stat. 
1241  (42  U.S.C.  257a)),  the  Controlled 
Substances  Act  (sec.  301  et  seq.,  84  Stat. 
1253  (21  U.S.C.  821  et  seq.)),  the  Federal 
Meat  Inspection  Act  (sec.  406(b),  81  Stat. 
600  (21  U.S.C  670(b))),  the  Poultry 
Products  Inspection  Act  (sec.  24(b)  82 
Stat.  807  (21  U.S.C.  467f(b))),  the  Egg 
Products  Inspection  Act  (sec.  2  et  seq., 

84  Stat.  1620  (21  U.S.C.  1031  et  seq.)),  the 
Federal  Import  Milk  Act  (secs.  1  through 
9,  44  Stat.  1101-1103  as  amended  (21 
U.S.C.  141-149)),  the  Tea  Importation 
Act  (secs.  1  through  10,  29  Stat.  604-607 
as  amended  (21  U.S.C.  41-50)),  the 
Federal  Caustic  Poison  Act  (sec.  2  et 
seq.,  44  Stat.  1406  as  amended  (15  U.S.C. 
401  et  seq.)),  the  Fair  Packaging  and 
Labeling  Act  (sec.  1  et  seq.,  80  Stat.  1296 
as  amended  (15  U.S.C.  1451  et  seq.)),  the 
Agriculture,  Rural  Development,  and 
Related  Agencies  Bill  (Pub.  L  95-448,  92 
Stat.  1073, 1091),  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  it  is  proposed 
that  Part  10  be  amended  by  adding  new 
Subpart  C  to  read  as  follows: 

Subpart  C— Reimbursement  for 
Participation  in  Administrative  Proceedings 

See. 

10.200  General. 

10.210  Application  procedure. 

10.215  Processing  of  applications  by  the 
presiding  officer. 

10.220  Processing  of  applications  by  the 
Evaluation  Board. 

10.250  Recoverable  costs. 

10.275  Supplementary  reimbursement. 

10.280  Payments. 

10.290  Records. 

Authority:  Federal  Food,  Drug,  and 
Cosmetic  Act  (sec.  201  et  seq.,  52  Stat.  1040  as 
amended  (21  U.S.C.  321  et  seq.)),  the  Public 
Health  Service  Act  (sec.  1  et  seq.,  58  Stat.  682 
as  amended  (42  U.S.C.  201  et  seq.)),  the 
Comprehensive  Drug  Abuse  Prevention  and 
Control  Act  of  1970  (sec.  4,  84  Stat.  1241  (42 
U.S.C.  257a)),  the  Controlled  Substances  Act 
(sec.  301  et  seq.,  84  Stat.  1253  (21  U.S.C.  821  et 
seq.)),  the  Federal  Meat  Inspection  Act  (sec. 
409(b),  81  Stat.  600  (21  U.S.C.  679(b))).  the 
Poultry  Products  Inspection  Act  (sec.  24(b),  82 
Stat.  807  (21  U.S.C.  487f(b))),  the  F.gg  Products 
Inspection  Act  (sec.  2  et  seq.,  84  Stat.  1620  (21 
U.S.C.  1031  et  seq.)),  the  Federal  Import  Milk 
Act  (secs.  1  through  9,  44  Stat.  1101-1103  as 
amended  (21  U.S.C.  141-149)),  the  Tea 
Importation  Act  (secs.  1  through  10,  29  Stat. 
604-607  as  amended  (21  U.S.C.  41-50)),  the 
Federal  Caustic  Poison  Act  (sec.  2  et  seq.,  44 
Stat.  1406  as  amended  (15  U.S.C  401  et  seq.)), 
the  Fair  Packaging  and  Labeling  Act  (sec.  1  et 
seq.,  80  Stat.  1296  as  amended  (15  U.S.C.  1451 
et  seq.)),  the  Agriculture,  Rural  Development, 
and  Related  Agencies  Bill  (Pub.  L  95-448,  92 
Stat.  1073, 1061),  and  under  authority 
delegated  to  the  Commissioner  of  Food  and 
Drugs  (21  CFR  5.1). 


Subpart  C — Reimbursement  for 
Participation  in  Administrative 
Proceedings 

§10.200  General. 

This  subpart  establishes  criteria  and 
procedures  for  an  Evaluation  Board,  as 
described  in  §  10.220(a),  to  make 
payment  from  agency  funds  of 
reimbursement  for  reasonable  attorney’s 
fees,  expert  witness  fees,  the  expenses 
of  clerical  services,  travel,  studies, 
demonstrations,  and  other  reasonable 
and  necessary  costs  of  participation 
incurred  by  a  participant  (whether  or 
not  a  party)  in  an  agency  proceeding 
conducted  under  Part  12, 13, 14, 15,  or  16 
of  this  chapter  that  results  in  a  hearing, 
if  such  participation  satisfies  the 
requirements  of  §  10.220(c)(3). 

§  10.210  Application  procedure. 

(a)  An  applicant  shall  apply  for 
reimbursement  within  25  calendar  days 
after  the  date  of  publication  in  the 
Federal  Register  of  the  notice  of  hearing 
published  under  §  §  12.35, 13.5, 14.20,  or 
§  15.20  of  this  chapter,  or  within  25 
calendar  days  after  the  date  on  which 
the  Food  and  Drug  Administration  sends 
the  notice  of  opportunity  for  hearing 
issued  under  §  16.22  or  §  16.24  of  this 
chapter,  except  in  extraordinary 
circumstances,  e.g„  when  the  hearing  is 
being  held  by  order  of  a  court.  In 
extraordinary  circumstances,  the 
Evaluation  Board  may  establish  an 
expedited  procedure  for  submission  and 
review  of  applications  by  notice 
published  in  the  Federal  Register. 
Although  applications  will  be  accepted  - 
after  the  periods  specified  in  this  section 
or  established  by  the  Evaluation  Board, 
no  assurance  is  given  that  they  will  be 
considered.  An  applicant  shall  submit 
four  copies  of  the  application  to  the 
Office  of  Consumer  Affairs  (HF-7),  Food 
and  Drug  Administration,  Department  of 
Health,  Education,  and  Welfare,  Rm. 
15B-41,  5600  Fishers  Lane,  Rockville, 

MD  20857.  All  applications  shall  also  be 
filed  with  the  Hearing  Clerk  uder 

§  10.20.  The  outside  envelope  of  each 
application  shall  include  the  statement 
“Application  for  Reimbursement”  and 
the  docket  number  of  the  proceeding  in 
which  the  applicant  desires  to 
participate. 

(b)  Each  application  shall  contain  in 
the  form  of  a  sworn  statement  the 
following  information,  in  the  order 
specified: 

(1)  The  applicant’s  name  and  address, 
and  in  the  case  of  an  organization,  the 
names,  addresses,  and  titles  of  its 
governing  body,  and  a  description  of  the 
organization’s  general  purposes, 
structure,  and  tax  status. 


(2)  An  identification  of  the  proceeding 
for  which  the  applicant  desires  funds  in 
order  to  participate. 

(3)  A  description  of  how  the 
proceeding  will  affect  the  applioant 
economically,  socially  with  respect  to 
health  and  safety,  or  otherwise  and  an 
explanation  of  why  the  applicant  would 
be  an  appropriate  representative  of 
other  persons  or  groups  similarly 
affected. 

(4)  A  description  of  any  contracting, 
consulting,  or  other  income-producing 
relationship  of  the  applicant  with  an 
organization  having  an  economic 
interest  in  the  outcome  of  the  proceeding 
for  which  reimbursment  is  sought. 

(5)  A  description  and  explanation  of 
the  position(s)  the  applicant  proposes  to 
present  at  the  proceeding,  including  a 
description  of  the  evidence,  studies, 
viewpoints,  methodologies,  and 
information  to  be  developed  or  used  in 
supporting  the  applicant’s  position(s). 
The  applicant  should  describe  the  issues 
it  plans  to  address,  and  how  the 
applicant  plans  to  resolve  these  issues. 
This  discussion  should  explain  which 
ideas  or  viewpoints  the  applicant 
believes  are  novel  or  significant,  and 
why  the  applicant  believes  that  the 
presentation  of  these  ideas  and 
viewpoints  would  contribute  to  a  full 
and  fair  determination  of  the  issues 
involved  in  the  proceeding. 

(6)  A  discussion  of  the  reasons  why 
the  applicant  is  an  appropriate 
representative  of  the  positipn(s)  the 
applicant  proposes  to  present  in  the 
proceeding,  including  the  expertise  and 
experience  of  the  applicant,  and  any 
consultants  it  intends  to  employ,  in  the 
matters  involved  in  the  proceeding  and 
evidence  of  the  applicant’s  prior  general 
performance. 

(7)  An  explanation  of  how  the 
applicant’s  participation  would  enhance 
the  agency's  decisionmaking  process 
and  serve  that  public  interest  by 
representing  an  interest  that  would  not 
be  adequately  represented  by  another 
participant. 

(8)  An  estimate  of  the  total  amount  of 
funds  needed. 

(9)  An  itemized  statement  of  the 
expenses  to  be  covered  by  the  total 
amount  of  funds  requested  and  of  the 
expenses  to  be  covered  by  funds 
available  to  the  applicant  from  other 
sources.  For  each  task  for  which  funds 
are  requested,  the  statement  shall 
clearly  state  the  identity  of  the  persons 
who  will  perform  the  task  and  their 
hourly  rates  of  pay,  the  total  cost  of  the 
task,  the  total  hours  required  to  perform 
the  task,  and  a  description  of  the 
evidence  activities,  studies,  or  other 
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submissions  that  will  be  generated  by 
the  task.  ..  . 

(10)  An  explanation  of  why  the 
applicant  would  be  prevented  from 
participating  effectively  in  the 
proceeding  without  the  funding 
requested  in  the  application. 

(11)  An  explanation  of  why  the 
applicant  cannot  use  funds  that  it 
already  possesses  or  expects  to  receive 
for  the  purpose  for  which  funds  are 
requested,  including: 

(i)  A  complete  financial  statement 
containing  a  listing  of  the  applicant’s 
anticipated  income  and  expenditures, 
rounded  to  the  nearest  $100.  for  the  then 
current  fiscal  year  including,  in  the  case 
of  a  group,  association,  partnership,  or 
corporation,  a  list  of  the  planned 
projects  and  the  amounts  to  be 
expended  on  each. 

(ii)  A  complete  financial  statement 
containing  a  listing  of  the  applicant’s 
income  and  expenditures,  rounded  to 
the  nearest  $100,  for  the  prior  fiscal  year: 

(iii)  A  listing  of  the  total  assets  and 
liabilities  of  the  applicant  as  of  the  date 
of  application. 

(iv)  Where  an  applicant  has 
previously  submitted  an  application  for 
financial  assistance  under  this  program 
during  the  preceding  6  months  of  the 
current  fiscal  year,  the  applicant  need 
only  inform  the  Board  of  any  material 
changes  in  the  financial  data  previously 
submitted. 

(12)  An  explanation  of  why  the 
applicant  cannot  in  other  ways  obtain 
all  or  a  portion  of  the  funds  that  arc 
requested,  including  a  description  of  any 
other  efforts  by  the  applicant  to  obtain 
those  funds  in  other  ways  and  the 
feasibility  of  future  attempts  to  raise 
funds  in  other  ways. 

(13)  A  list  of  all  proceedings  of  the 
Federal  government  in  which  the 
applicant  has  participated  during  the 
past  year,  including  the  position 
represented  and  the  contribution  made 
by  the  applicant  to  the  proceedings  and 
any  amount  of  financial  assistance 
received  from  the  Federal  government  in 
connection  with  those  proceedings. 

(c)  Within  the  period  specified  in 
paragraph  (a)  of  this  section  for  the 
submission  of  applications  to  the 
Evaluation  Board,  or  within  such  other 
time  as  the  Evaluation  Foard  prescribes, 
the  applicant  shall  submit  a  copy  of  the 
application  to  the  presiding  officer  in  the 
proceeding  for  which  reimbursement  is 
being  sought. 

(d)  Each  applicant  who  seeks 
reimbursement  for  participation  in  a 
Part  12  proceeding  shall  attend  the 
prehearing  conference  conducted  under 
§  12.91  of  this  chapter.  The  presiding 
officer  shall  schedule  the  prehearing 


conference  as  soon  as  practicable  after 
applications  are  due  to  be  filed. 

(e)  The  Hearing  Clerk  shall  serve  a 
copy  of  each  application  filed  under 
paragraph  (a)  of  this  section  on  each 
existing  participant  in  the  proceeding  for 
which  reimbursement  is  being  sought 
within  five  days  of  the  filing  of  each 
application. 

§  10.215  Processing  of  applications  by  the 
presiding  officer. 

(a)  Within  15  calendar  days  after 
receipt  of  an  application  under 

§  10.210(c)  in  Part  13, 14, 15,  or  16 
proceedings,  or,  within  7  calendar  days 
after  the  first  day  of  the  prehearing 
conference  conducted  under  §  12.91  of 
this  chapter  in  Part  12  proceedings,  or,  if 
additional  time  is  necessary  to  obtain 
information  or  documentation  under 
paragraph  [c)  of  this  section,  within  the 
period  the  presiding  officer  prescribes, 
the  presiding  officer  shall  submit  to  the 
Evaluation  Board  a  written 
recommendation  and  copies  of  all 
communications  and  documentation 
submitted  under  paragraph  (c)  of  this 
section.  The  presiding  officer’s 
recommendation  shall  state  whether  the 
application  meets  the  criteria  set  forth  in 
§  10.220(c)(3)  (i)  through  (iii).  A  copy  of 
the  presiding  officer’s  recommendation 
shall  be  filed  with  the  Hearing  Clerk. 

(b)  In  making  a  recommendation 
under  paragraph  (a)  of  this  section,  the 
presiding  officer  shall  (1)  consider  all 
communications  and  documentation 
submitted  under  paragraph  (c)  of  this 
section  that  relate  to  the  criteria  set 
forth  in  §  10.220(c)(3)  (i)  through  (iii);  (2) 
consider  and  discuss  whether  the 
application  meets  the  criteria  set  forth  in 
§  10.220(c)(3)  (i)  through  (iii);  (3)  when 
two  or  more  applicants  who  seek  to 
represent  the  same  or  similar  interests 
submit  applications  satisfying  the 
criteria  set  forth  in  §  10.220(c)(3)(i) 
through  (iii),  consider  and  compare  the 
skills  and  experience  of  the  applicants 
and  evaluate  the  contents  of  their 
proposals  in  light  of  the  criteria  set  forth 
in  §  10.220(f);  and  (4)  if  applicable, 
consider  the  criterion  set  forth  in 

§  10.220(g)(1). 

(c)  In  connection  with  the  presiding 
officer’s  responsibility  to  make  a 
recommendation,  the  presiding  officer 
may  communicate  with  the  applicant  or 
require  the  production  of  the 
documentation  the  presiding  officer  ■ 
finds  necessary.  All  of  these 
communications  shall  be  in  writing  or 
made  a  part  of  the  official  transcript  of 
the  proceeding  for  which  reimbursement 
is  being  sought.  All  of  these 
communications  and  documentation 


also  shall  be  filed  with  the  Hearing 
Clerk. 

(d)  Each  participant  may  submit 
written  comments  on  an  application  to 
the  Evaluation  Board  within  15  calendar 
days  after  the  application  has  been  filed 
with  the  Hearing  Clerk  under  §  10.210(a) 
in  Part  13. 14,  or  16  proceedings,  or,  in 
Part  12  proceedings,  within  7  calendar 
days  after  the  first  day  of  the  prehearing 
conference  conducted  under  §  12.91  of 
this  chapter,  or  within  such  other  time 
as  the  presiding  officer  prescribes.  All  of 
these  comments  shall  be  filed  with  the 
Hearing  Clerk  under  §  10.20. 

(e)  The  presiding  officer  shall  not 
begin  a  hearing  in  a  Part  13, 14, 15.  or  16 
proceeding  for  which  an  application  for 
reimbursement  has  been  filed,  nor  may 
the  presiding  officer  begin  the  taking  of 
direct  testimony  under  §  12.87  of  this 
chapter,  in  a  Part  12  proceeding  for 
which  an  application  for  reimbursement 
has  been  filed,  until  15  calendar  days 
after  all  approved  applicants  have 
received  a  final  decision  from  the 
Evaluation  Board.  This  15-calendar-day 
time  period  may  be  extended  if  the 
presiding  officer  on  his  or  her  own 
initiative  or  on  motion  of  nay  participant 
or  applicant  finds  that  an  approved 
applicant  needs  additional  time  to 
prepare  its  presentation;  the  period  may 
be  reduced  if  the  presiding  Officer  on  his 
or  her  own  initiative  or  on  motion  of  any 
participant  or  applicant  finds  that  less 
than  15  calendar  days  would  provide  all 
approved  applicants  with  adequate  time 
to  prepare  their  presentations. 

§  10.220  Processing  of  applications  by  the 
Evaluation  Board. 

(a)  Applications  shall  be  processed  by 
an  Evaluation  Board  composed  of  the 
Special  Assistant  for  Consumer  Affairs, 
or  his  or  her  representative,  who  will 
serve  as  chairman  of  the  Evaluation 
Board,  the  Associate  Commissioner  for 
Management  and  Operations,  or  his  or 
her  representative,  and  a  third  person  to 
be  appointed  by  the  Commissioner. 
Whenever  a  member  of  the  Evaluation 
Board  is  participating  in  a  Part  12, 13. 14. 
15,  or  16  proceeding,  he  or  she  shall  not 
participate  in  the  evaluation  of 
applications  for  reimbursement  filed  for 
that  proceeding. 

(b)  The  Evaluation  Board  shall,  in 
accordance  with  paragraph  (c)  of  this 
section,  review  and  rule  upon  every 
application  submitted  under  §  10.210(a). 
In  reviewing  and  ruling  upon  an  ' 
application  under  this  paragraph  the 
Board  shall  (1)  consider  the  criteria  set 
forth  in  paragraph  (c)(3)  of  this  section; 
(2)  if  applicable,  consider  and  compare 
the  skills  and  experience  of  the 
applicant  and  the  contents  of  the 
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applicant’s  proposal  in  light  of  the 
criteria  set  forth  in  paragraph  (f)  of  this 
section;  (3)  if  applicable,  consider  all 
applications  that  satisfy  the  criteria  set 
forth  in  paragraph  (c)(3)  of  this  section 
in  light  of  the  criteria  set  forth  in 
paragraph  (g)  of  this  section;  and  (4) 
consider  the  recommendation  of  the 
presiding  officer,  comments,  and  any 
other  communications  or  documentation 
submitted  under  §  10.215(a)  and  (d). 

(c)  The  Evaluation  Board  shall  furnish 
a  written  response  to  each  application 
submitted  under  §  10.210(a)  within  15 
calendar  days  after  receipt  of  the 
presiding  officer's  recommendation 
submitted  under  §  10.215(a),  or,  in 
extraordinary  circumstances,  within  the 
period  the  Board  prescribes.  The 
response  shall  be  filed  with  the  Hearing 
Clerk  and  shall: 

(1)  Provide  a  tentative  response, 
indicating  why  the  agency  has  been 
unable  to  reach  a  decision  on  the  merits 
of  the  application,  e.g.,  due  to  the 
existence  of  other  agency  priorities,  a 
need  for  additional  information,  or  other 
stated  reason.  The  tentative  response 
also  may  indicate  the  likely  ultimate 
agency  response  and  may  specify  when 
a  final  response  will  be  furnished;  or 

(2)  Deny  the  application  and  state  the 
reasons  in  light  of  the  criteria  in 
paragraph  (c)(3),  (f),  or  (g)  of  this 
section.  This  response  shall  constitute 
final  agency  action;  or 

(3)  Approve  the  application,  in  whole 
or  in  part,  stating  the  reasons  in  light  of 
the  criteria  in  this  paragraph.  This 
response  shall  constitute  final  agency 
action.  The  award  shall  be  processed  by 
the  appropriate  office  of  the  Associate 
Commissioner  for  Management  and 
Operations.  The  Evaluation  Board  may 
approve  an  application,  in  whole  or  in 
part,  only  if  it  finds  that: 

(i)  The  applicant  represents  an 
interest  the  representation  of  which 
contributes  or  can  reasonably  be 
expected  to  contribute  substantially  to  a 
full  and  fair  determination  of  the  issues 
involved  in  the  proceeding,  taking  into 
consideration  the  number,  complexity, 
and  potential  significance  of  the  issues 
presented,  the  importance  of  public 
participation,  the  need  for 
representation  of  a  variety  of  interests, 
whether  the  applicant  represents  a 
significant  interest  that  is  not 
adequately  represented  by  another 
participant,  and  the  novelty, 
significance,  and  complexity  of  the 
positions  advanced  by  the  applicant. 

(ii)  Participation  by  the  applicant  is 
probably  necessary  to  ensure  adequate 
representation  of  that  interest. 


(iii)  It  is  probable  that  the  applicant 

can  competently  represent  the  interest  it 
advocates.  ,  ,  • 

(iv)  The  applicant  does  not  have 
available,  and  cannot  reasonably  obtain 
in  other  ways,  sufficient  resources  to  - 
participate  effectively  in  the  proceeding 
in  the  absence  of  the  reimbursement 
sought.  In  determining  whether  an 
applicant  would  be  able  to  participate 
effectively  without  reimbursement,  the 
Evaluation  Board  shall  examine  the 
applicant’ 8  proposed  expenditures  for  its 
representation  in  the  proceeding,  decide 
whether  these  projected  expenditures 
are  reasonable,  and  compare  them  to 
the  applicant’s  income  and 
expenditures,  including  anticipated 
future  income  and  expenditures,  for  the 
then  current  fiscal  year.  The  Evaluation 
Board  shall  also  take  into  account  the 
ability  of  an  applicant  to  bear  some  of 
the  financial  burden  incurred  by  such 
applicant  in  connection  with  the 
proceeding  in  question. 

(4)  If  the  Evaluation  Board’s  final 
response  to  an  applicant  is  not  issued 
within  15  calendar  days  after  receipt  of 
the  presiding  officer’s  recommendation, 
the  Evaluation  Board  shall  promptly 
notify  the  presiding  officer  when  a  final 
response  will  be  issued. 

(d)  The  Evaluation  Board  may 
communicate  with  an  applicant  or  the 
presiding  officer.  All  of  these 
communications  shall  be  in  writing,  or,  if 
oral,  reduced  to  writing,  and  copies  of 
the  communications  shall  be  filed  with 
the  Hearing  Clerk. 

(e)  When  two  or  more  applicants  who 
seek  to  represent  the  same  or  similar 
interests  submit  applications  satisfying 
the  criteria  set  forth  in  paragraph  (c)(3) 
of  this  section,  the  Evaluation  Board 
may  approve,  in  whole  or  in  part,  one  or 
more  such  applications. 

(f)  In  selecting  among  any  applicants 
specified  in  paragraph  (e)  of  this  section, 
the  Evaluation  Board  shall  consider  and 
compare  the  skills  and  experience  of  the 
applicants  and  the  contents  of  their 
applications.  In  particular,  the 
Evaluation  Board  shall  consider  and 
compare: 

(1)  The  applicant’s  experience  and 
expertise  in  the  matter  that  is  the 
subject  of  the  hearing; 

(2)  The  applicants’  prior  genera] 
performance  and  competence; 

(3)  Evidence  of  the  applicants’ 
relations  to  any  particular  groups  whose 
views  they  seek  to  represent;  and 

(4)  The  specificity,  novelty,  relevance, 
and  significance  of  the  ideas  the 
applicants  propose  to  develop  and 
present. 

(g)  The  Evaluation  Board  may,  but  is 
not  required  to,  select  any  of  the 


applicants  that  satisfy  the  criteria  of 
paragraph  (c)(3)  of  this  section.  In 
making  this  decision,  the  Evaluation 
Board  shall  consider: 

(1)  Whether  an  applicant’s  position 
can  be  reasonably  developed  and 
presented  within  the  time  allotted; 

(2)  The  current  availability  of  funding 
for  assistance  under  this  section; 

(3)  Applications  for  reimbursement 
submitted  in  other  agency  proceedings; 
and 

(4)  Any  other  relevant  information. 

(h)  The  Hearing  Clerk  shall  maintain  a 

chronological  file  of  all  applications  for 
reimbursement  filed  under  this  subpart, 
which  shall  include: 

(1)  A  copy  of  each  application; 

(2)  Copies  of  all  material  filed  under 
§  10.215(a)  and  (d); 

(3)  Copies  of  all  responses  filed  under 
paragraph  (c)  of  this  section; 

(4)  Copies  of  all  communications  filed 
under  paragraph  (d)  of  this  section. 

§  10.250  Recoverable  costs.. 

(a)  The  following  costs  and  services 
are  reimbursable  under  this  subpart: 

(1)  Salaries  or  other  remuneration  for 
services  performed  by  participants  or 
their  employees; 

(2)  Fees  for  consultants,  expert 
witnesses,  contractual  services,  and 
attorneys; 

(3)  Transportation  oosts,  including 
costs  of  transportation  to  and  from  the 
prehearing  conference  conducted  under 
§  12.91  of  this  chapter  in  Part  12 
proceedings; 

(4)  Travel-related  costs  such  as 
lodging,  meals,  and  telephone  calls, 
including  travel  costs  related  to 
attendance  at  the  prehearing  conference 
conducted  under  §  12.91  of  this  chapter 
in  Part  12  proceedings; 

(5)  Costs  of  studies  or  demonstrations; 

(6)  All  other  necessary  costs 
reasonably  incurred. 

(b) (1)  Reimbursement  is  limited  to 
necessary  services  and  costs  of 
participation  that  have  been  authorized 
and  reasonably  incurred. 

Reimbursement  for  the  services  of  the 
staff  of  any  participating  group  or 
organization  is  limited  to  the  rate  of 
reimbursement  normally  paid  by  the 
applicant  for  staff  services. 

(2)  Reimbursement  shall  not,  however, 
exceed  the  rate  of  compensation, 
including  hinge  benefits  and  overhead, 
routinely  paid  to  Food  and  Drug 
Administration  attorneys,  expert 
witnesses,  consultants,  or  other 
personnel  possessing  comparable 
experience  and  expertise  who  are 
employed  or  retained  by  the  Food  and 
Drug  Administration. 
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(c)  The  Evaluation  Board  may  waive 
the  reimbursement  limitation  set  forth  in 
paragraph  (b)(2)  of  this  section  if  it  finds 
that  the  applicant’s  participation  in  the 
proceeding  would  be  exceptionally 
important  and  the  applicant  otherwise 
meets  the  criteria  of  §  10.220(c)(3)  but 
does  not  have  available,  and  cannot 
reasonably  obtain  in  other  ways, 
sufficient  resources  to  participate 
effectively  in  the  proceeding  in  the 
absence  of  reimbursement  in  excess  of 
the  limitation  set  forth  in  paragraph 
(b)(2)  of  this  section.  Such  waivers  will 
be  granted  only  in  extremely  rare  cases. 

§  10.275  Supplementary  reimbursement. 

(a)  Applicants  may  apply  to  the 
Evaluation  Board  for  supplementary 
reimbursement  if  the  initial  award  is 
insufficient  to  permit  the  applicant  to 
complete  its  proposal  and  if: 

(1)  The  Board  requested  the  applicant 
to  perform  work  in  addition  to  that 
contained  in  the  approved  proposals:  or 

(2)  The  applicant  demonstrates  it  has 
been  subject  to  an  unforeseeable  and 
material  change  in  its  circumstances:  or 

(3)  The  applicant  or  the  Board 
substantially  underestimated  the 
probable  cost  of  participation. 

(b)  Supplementary  reimbursement 
shall  not  be  provided  for  work 
performed  or  costs  incurred  by  an 
applicant  or  its  contractors  in  advance 
of  the  Board's  decision  to  provide 
supplementary  reimbursement. 

(c)  The  Board  shall  provide 
supplementary  reimbursement  under  the 
criteria  of  §  10.220(c)(3)  and  paragraphs 

(a)  and  (b)  of  this  section. 

§  10.280  Payments 

(a)  Any  payments  authorized  under 
this  subpart  shall  be  made  by  the  Office 
of  Management  and  Operations  within 
30  calendar  days  after  the  date  on  which 
the  applicant  submits  a  completed  claim 
for  reimbursement,  including  bills, 
receipts,  or  other  proof  of  costs  incurred. 

(b)  If  an  applicant  whose  applicaton 
has  been  approved  in  whole  or  in  part 
under  §  10.220(c)(3)  establishes  in 
writing  that  its  ability  to  participate  in 
the  proceeding  will  be  impaired  by  the 
failure  to  receive  funds  before  the 
conclusion  of  such  proceeding,  the 
Evaluation  Board  may  authorize 
payments  on  a  periodic  basis  during  the 
proceeding  to  enable  the  applicant  to 
participate  in  the  proceeding.  These 
payments  would  be  for  expenses 
already  incurred  in  connection  with 
contributions  already  made  to  the 
agency  proceeding. 

(c)  Claims  for  payment  under  this 
subpart  shall  be  denied,  and  applicants 
receiving  payments  under  paragraph  (a) 


of  this  section  or  periodic  payments 
under  paragraph  (b)  of  this  section  shall 
be  liable  for  repayment  of  part  or  all  of 
the  payments  or  periodic  payments 
received,  if  the  Evaluation  Board 
determines  that: 

(1)  The  applicant  clearly  has  not 
provided  the  representation  for  which 
these  payments  or  periodic  payments 
were  claimed  or  made;  or 

(2)  The  applicant  has  failed  to 
maintain  the  records  required  by 

§  10.290  (a)  or  (b)  or  has  failed  to  permit 
the  audit  provided  for  in  §  10.290(c);  or 

(3)  The  applicant  has  failed  to  justify 
adequately  the  lack  of  reconciliation 
between  the  receipt  of  or  request  for 
reimbursement  award  funds  and  their 
expenditure  as  disclosed  by  an  audit 
under  §  10.290;  or 

(4)  The  applicant  has  acted  in  a 
manner  demonstrating  bad  faith  toward 
any  other  participant  or  toward  the 
presiding  officer,  or  the  applicant  has 
had  its  participation  stricken  under 

§  12.45(g)  of  this  chapter. 

§  10.290  Records. 

(a)  Applicants  awarded 
reimbursement  shall  maintain  complete 
and  accurate  records  relating  to  the 
expenditure  of  funds  for  w'hich 
reimbursement  was  awarded,  the 
receipt  and  disposition  of 
reimbursement  funds,  and  the 
expenditure  of  the  applicant's 
contributed  share  of  the  cost  of 
participation,  if  any. 

(b)  These  records  shall  include  all 
accounting  records  and  related  original 
and  reporting  documents  that 
substantiate  costs  incurred  in 
participation,  and  shall  be  retained  for  3 
years  after  the  date  on  which  payment 
by  the  agency  is  made. 

(c)  These  records  are  subject  to  audit 
by  the  Office  of  Management  and 
Operations,  the  General  Accounting 
Office,  and  the  Office  of  Inspector 
General.  Department  of  Health, 
Education,  and  Welfare.  If  an  audit 
discloses  that  the  request  for  or  receipt 
of  reimbursement  award  funds  cannot 
be  reconciled  with  their  expenditure,  the 
Evaluation  Board  may  prepare  a 
proposal  for  repayment  of  payments 
made  or  for  denial  of  payments  claimed, 
in  whole  or  in  part  and  shall  send  a 
copy  of  the  audit  findings  and  the 
proposal  for  repayment  or  denial  of 
payments  claimed,  if  any,  to  the 
applicant.  If  the  applicant  disagrees  with 
the  result  of  the  reconciliation  or  the 
proposal  for  repayment  or  denial  of 
payments  claimed,  if  any,  it  shall  file 
with  the  Evaluation  Board  a  written 
response  that  addresses  each  issue 
raised  by  the  audit  findings  within  30 


calendar  days  after  receipt  of  the  audit 
findings  and  the  proposal  for  repayment 
or  denial  of  payments  claimed,  if  any. 
Thereafter,  the  Evaluation  Board  shall 
issue  a  final  order  that  requires  or  does 
not  require  repayment,  in  whole  or  in 
part,  of  payments  made,  or  does  or  does 
not  deny  payments  claimed. 

Interested  persons  may,  on  or  before 
June  18, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration.  Rm.  4-65,  5600  Fishers 
Lane,  Rockvile,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4.  p.m.,  Monday  through  Friday. 

In  accordance  with  Executive  Order 
12044,  the  economic  effects  of  this 
proposal  have  been  carefully  analyzed, 
and  it  has  been  determined  that  the 
proposed  rulemaking  does  not  involve 
major  economic  consequences  as 
defined  by  that  order.  A  copy  of  the 
regulatory  analysis  assessment 
supporting  this  determination  is  on  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration. 

Dated:  April  10, 1979. 

Sherwin  Gardner, 

Acting  Commissioner  of  Food  and  Drugs. 
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